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Alphabetical List of Acronyms
Because of the many terms to which we refer by acronym, abbreviation, or short form in this
final rule, we are listing the acronyms, abbreviations and short forms used and their

corresponding terms in alphabetical order.

MSA Micropolitan Statistical Area

ACE Acute Care Episode

ACO Accountable Care Organization

APM Alternative Payment Model

ASC Ambulatory Surgical Center

ASPE Assistant Secretary for Planning and Evaluation
BPCI Bundled Payments for Care Improvement
CAH Critical Access Hospital

CBSA Core-Based Statistical Area

CCN CMS Certification Number

CFR Code of Federal Regulations

CJR Comprehensive Care for Joint Replacement
CMHC Community Mental Health Center

CMI Case Mix Index

CMMI Center for Medicare and Medicaid Innovation
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CMP
CMS
CoPs
CPCi
CPT
CSA
DME
DMEPQOS
eCQM
EFT
ESRD
FFS
GAAP
GEM
GPCI
HAC
HACRP
HCAHPS
HCC
HCPCS
HHA
HHPPS

HHRG

Civil Monetary Penalty

Centers for Medicare & Medicaid Services
Conditions of Participation

Comprehensive Primary Care Initiative

Current Procedural Terminology

Combined Statistical Area

Durable Medical Equipment

Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
Electronic Clinical Quality Measures

Electronic funds transfer

End-Stage Renal Disease

Fee-for-service

Generally Accepted Accounting Principles
General Equivalence Mapping

Geographic Practice Cost Index
Hospital-Acquired Condition

Hospital-Acquired Condition Reduction Program
Hospital Consumer Assessment of Healthcare Providers and Systems
Hierarchical Condition Category

Healthcare Common Procedure Coding System
Home health agency

Home Health Prospective Payment System

Home Health Resource Group
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HHVBP
HIT
HIQR
HLMR
HOOS
HOPD
HRR
HRRP
HVBP
ICD-9-CM
ICD-10-CM
IPPS

IPF

IRF
KOOS
LEJR
LOS
LTCH
LUPA
MAC
MACRA
MAPCP

MCC

Home Health Value-Based Purchasing

Health Information Technology (

Hospital Inpatient Quality Reporting

HCAHPS Linear Mean Roll Up

Hip Dysfunction and Osteoarthritis Outcome Score
Hospital outpatient department

Hospital Referral Region

Hospital Readmissions Reductions Program

Hospital Value Based Purchasing Program

International Classification of Diseases, 9™ Revision, Clinical Modification
International Classification of Diseases, 10™ Revision, Clinical Modification
Inpatient Prospective Payment System

Inpatient psychiatric facility

Inpatient rehabilitation facility

Knee Injury and Osteoarthritis Outcome Score

Lower extremity joint replacement

Length of stay

Long term care hospital

Low Utilization Payment Adjustment

Medicare Administrative Contractor

Medicare Access and Chip Reauthorization Act of 2015
Multi-Payer Advanced Primary Care Practice model

Major Complications or Comorbidities
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MCCM
MDH
MedPAC
MIPS
MP
MPFS
MSA
MS-DRG
NPI

NPP
NPRA
NQF
OCM
OPPS
PAC
PBPM
PE

PGP
PHA
PPS
PRO
PROMIS

PRO-PM

Medicare Care Choices Model
Medicare-Dependent Hospital

Medicare Payment Advisory Commission
Merit-based Incentive Payment System
Malpractice

Medicare Physician Fee Schedule
Metropolitan Statistical Area

Medical Severity Diagnosis-Related Group
National Provider Identifier
Nonphysician Practitioner

Net Payment Reconciliation Amount
National Quality Forum

Oncology Care Model

Outpatient Prospective Payment System
Post-Acute Care

Per Beneficiary Per Month

Practice Expense

Physician Group Practice

Partial hip arthroplasty

Prospective Payment System
Patient-Reported Outcome
Patient-Reported Outcomes Measurement Information Systems

Patient-Reported Outcome Performance Measure
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QIO Quality Improvement Organization
RAC Recovery Audit Contractor

RRC Rural Referral Center

RSCR Risk-Standardized Complication Rate
RSRR Risk-Standardized Readmission Rate
RVU Relative Value Unit

SCH Sole Community Hospital

SNF Skilled nursing facility

THA Total hip arthroplasty

TIN Taxpayer identification number
TKA Total knee arthroplasty

TP Target price

VR-12 Veterans Rand 12 Item Health Survey
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The purpose of this final rule is to implement a new payment model called the
Comprehensive Care for Joint Replacement (CJR) model under the authority of the Center for
Medicare and Medicaid Innovation (CMMI). Section 1115A of the Social Security Act (the Act)
authorizes CMMI to test innovative payment and service delivery models to reduce program
expenditures while preserving or enhancing the quality of care furnished to Medicare, Medicaid,
and Children's Health Insurance Program beneficiaries. The intent of the CJR model is to
promote quality and financial accountability for episodes of care surrounding a lower-extremity
joint replacement (LEJR) or reattachment of a lower extremity procedure.® CJR will test
whether bundled payments to acute care hospitals for LEJR episodes of care will reduce
Medicare expenditures while preserving or enhancing the quality of care for Medicare
beneficiaries. We anticipate the CJR model will benefit Medicare beneficiaries by improving the
coordination and transition of care, improving the coordination of items and services paid for
through Medicare Fee-For-Service (FFS), encouraging more provider investment in
infrastructure and redesigned care processes for higher quality and more efficient service
delivery, and incentivizing higher value care across the inpatient and post-acute care (PAC)
spectrum spanning the episode of care. We will test the CJR model for 5 performance periods,
beginning April 1, 2016, and ending December 31, 2020. Under FFS, Medicare makes separate
payments to providers and suppliers for the items and services furnished to a beneficiary over the
course of treatment (an episode of care). With the amount of payments dependent on the volume
of services delivered, providers may not have incentives to invest in quality improvement and

care coordination activities. As a result, care may be fragmented, unnecessary, or duplicative.

1 Inthis final rule, we use the term LEJR to refer to all procedures within the Medicare Severity-Diagnosis Related
Groups (MS-DRGs) we selected for the model, including reattachment of a lower extremity, as described in section
I11.B.2.a. of this final rule.
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We have previously used our statutory authority under section 1115A of the Act to test
bundled payment models such as the Bundled Payments for Care Improvement (BPCI) initiative.
Bundled payments, for multiple services in an episode of care, hold participating organizations
financially accountable for an episode of care. They also allow participants to receive payment,
in part, based on the reduction in expenditures for Medicare arising from their care redesign
efforts.

We believe the CIJR model will further the mission of CMMI and the Secretary's goal of
increasingly paying for value rather than for volume,? because it will promote the alignment of
financial and other incentives for all health care providers and suppliers caring for a beneficiary
during an LEJR episode. In the CJR model, the acute care hospital that is the site of surgery will
be held accountable for spending during the episode of care. Participant hospitals will be
afforded the opportunity to earn performance-based payments by appropriately reducing
expenditures and meeting certain quality metrics. They will also gain access to data and
educational resources to better understand LEJR patients' PAC needs and associated spending.
Payment approaches that reward providers that assume financial and performance accountability
for a particular episode of care create incentives for the implementation and coordination of care
redesign between hospitals and other providers and suppliers.

The CJR model requires the participation of hospitals in multiple geographic areas that
might not otherwise participate in the testing of bundled payments for episodes of care for LEJR
procedures. Other episode-based, bundled payment models being tested by the Centers for

Medicare & Medicaid Services (CMS), such as the BPCI initiative, are voluntary in nature.

2 Sylvia Mathews Burwell, HHS Secretary, Progress Towards Achieving Better Care, Smarter Spending, Healthier
People, http://www.hhs.gov/blog/2015/01/26/progress-towards-better-care-smarter-spending-healthier-people.htmi
(January 26, 2015).
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Interested participants must apply to such models to participate. To date, we have not tested an
episode payment model with bundled payments in which providers are required to participate.
We recognize that realizing the full potential of new payment models will require the
engagement of an even broader set of providers than have participated to date, providers who
may only be reached when new payment models are applied to an entire class of providers of a
service. As such, we are interested in testing and evaluating the impact of a bundled payment
approach for LEJR procedures in a variety of circumstances, especially among those hospitals
that may not otherwise participate in such a test.

This model will allow CMS to gain experience with making bundled payments to
hospitals who have a variety of historic utilization patterns; different roles within their local
markets; various volumes of services; different levels of access to financial, community, or other
resources; and various levels of population and health provider density including local variations
in the availability and use of different categories of PAC providers. We believe that by requiring
the participation of a large number of hospitals with diverse characteristics, the CJR model will
result in a robust data set for evaluation of this bundled payment approach, and will stimulate the
rapid development of new evidence-based knowledge. Testing the model in this manner will
also allow us to learn more about patterns of inefficient utilization of health care services and
how to incentivize the improvement of quality for common LEJR procedure episodes. This
learning potentially could inform future Medicare payment policy.

This final rule implements a model focused on episodes of care for LEJR procedures.
We chose LEJR episodes for the CIJR model because as discussed in depth in section I11.C. of

this final rule, these are high-expenditure, high utilization procedures commonly furnished to
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Medicare beneficiaries,® where significant variation in spending for procedures is currently
observed. The high volume of episodes and variation in spending for LEJR procedures create a
significant opportunity to test and evaluate the CJR model that specifically focuses on a defined
set of procedures. Moreover, there is substantial regional variation in PAC referral patterns and
the intensity of PAC provided for LEJR patients, thus resulting in significant variation in PAC
expenditures across LEJR episodes initiated at different hospitals. The CJR model will enable
hospitals to consider the most appropriate PAC for their LEJR patients. The CJR model
additionally will offer hospitals the opportunity to better understand their own processes with
regard to LEJR, as well as the processes of post-acute providers. Finally, while many LEJR
procedures are planned, the CIJR model will provide a useful opportunity to identify efficiencies
both for when providers can plan for LEJR procedures and for when the procedure must be
performed urgently.

The following is a summary of the comments received on the proposed model as a whole,
including the authority for the model and general comments on CMS' implementation of the CJR
model at this time and our responses.

Comment: A commenter stated that while the proposed rule emphasized the learning
CMS hoped to gain from implementing and testing the CJR model, it made inadequate mention
of the potential benefits to beneficiaries, providers, hospitals, and other stakeholders. Other
commenters contended that bundled payment models encourage hospitals to engage in care

stinting and potentially stifle innovation.

3 For example, total hip arthroplasty and total knee arthroplasty procedures are very high volume LEJR procedures
that together represent the largest payments for procedures under Medicare. Suter L, Grady JL, Lin Z et al.: 2013
Measure Updates and Specifications: Elective Primary Total Hip Arthroplasty (THA) And/Or Total Knee
Arthroplasty (TKA) All-Cause Unplanned 30-Day Risk-Standardized Readmission Measure (Version 2.0). 2013.
http://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/Hospital QualityInits/Measure-M
ethodology.html; Bozic KJ, Rubash HE, Sculco TP, Berry DJ., An analysis of Medicare payment policy for total
joint arthroplasty. J Arthroplasty. Sep 2008; 23(6 Suppl 1):133-138.
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Response: We appreciate the commenters' concerns. We refer readers to section I11.F. of
this final rule for discussion of monitoring and beneficiary protections under this model which
we believe will address the commenters' concerns about care stinting. We expect that the CJR
model will benefit not just CMS, but also beneficiaries, hospitals, and other providers in the
health care system. The goals of this model are to improve the quality of care furnished to
beneficiaries and reduce spending during LEJR episodes. Beneficiaries would directly benefit
from improved care coordination and care redesign activities that reduce readmissions and
complications rates, for example, as well as provide an improved care experience during the
inpatient hospitalization and post-discharge period. Hospitals also stand to benefit from the CJR
model, in the form of the opportunity to earn reconciliation payments if successful under the
model, and a structured incentive to redesign care processes for beneficiaries receiving LEJR
procedures. For example, section I11.C.11. of this final rule details waivers of Medicare program
rules that would allow hospitals to test additional ways to introduce flexibility into care processes
and improve the quality of care for beneficiaries. In addition, providers and suppliers across the
spectrum of care provided during an LEJR episode could also benefit from the care redesign
strategies as well as the financial arrangements as detailed in section 111.C.10. of this final rule.
Finally, we disagree with commenters that the CJR model will stifle innovation for care
furnished during an LEJR episode. We proposed, and are finalizing in this final rule, a payment
methodology that will account for changes in care patterns and utilization trends for LEJR
episodes by updating the historical performance periods used throughout the model, as described
in section 111.C.4. of this final rule. In addition, the CJR financial incentives would be consistent
with clinical practices that result in reductions of spending during LEJR episodes, allowing

hospitals that engage in such practices to earn reconciliation payments and engage with other
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providers furnishing services during the episode, as discussed in section I11.C.10. of this final
rule.

Comment: Several commenters questioned CMS' legal authority to require participation
in a model. Commenters stated that CMS lacks the legal authority to compel participation in a
model, and that CMS misreads section 1115A(a)(5) of the Act as the legal basis for compelling
providers in selected Metropolitan Statistical Area (MSAS) to participate in the CJR model. A
commenter stated that language in the Act has never been interpreted to afford the Secretary the
authority to compel provider participation in a Medicare demonstration project or model, and
that the Congress intended for model tests to be voluntary, not mandatory, when authorizing
CMS to test new models. The commenter noted that requiring providers to participate in a
model that would encompass a substantial proportion of a particular service would render the
statutory distinction between testing and expanding models meaningless. The commenter also
expressed concern about the model's potential effect on beneficiaries' appeal rights. Several
commenters stated that CMS is sidestepping the legal safeguards designed to prevent the Agency
from imposing novel or haphazard models on providers prior to adequate testing and evaluation.
Commenters also claimed that CMS had exceeded its statutory authority because under section
1115A of the Act, providers are precluded from appealing their selection in a model, raising
further concern that CMS is overreaching by requiring participation in the CJR model.
Commenters also noted that there is no precedent for a CMS demonstration or model that
requires providers to participate. Finally, several commenters stated that CMS has reversed the
intended sequence of testing and then expanding models.

Response: We disagree with commenters that we lack the legal authority to test the CJR

model as proposed and specifically, to require the participation of selected hospitals. We note
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that although CJR will be the first Innovation Center model in which acute care hospitals are
required to participate, we refer readers to the 2016 Home Health Prospective Payment System
(HHPS) Final Rule, which finalizes the Home Health VValue-Based Purchasing (HHVBP) model.
Home health agencies in selected states will be required to participate in the HHVBP model
beginning in January 2016.

We believe that both section 1115A and the Secretary's existing authority to operate the
Medicare program authorize the CJR model as we have proposed and are finalizing it. Section
1115A of the Act authorizes the Secretary to test payment and service delivery models intended
to reduce Medicare costs while preserving quality. The statute does not require that models be
voluntary, but rather gives the Secretary broad discretion to design and test models that meet
certain requirements as to spending and quality. Although section 1115A(b) of the Act describes
a number of payment and service delivery models that the Secretary may choose to test, the
Secretary is not limited to those models. Rather, models to be tested under section 1115A of the
Act must address a defined population for which there are either deficits in care leading to poor
clinical outcomes or potentially avoidable expenditures. Here, the CJR model addresses a
defined population (FFS Medicare beneficiaries undergoing LEJR procedures) for which there
are potentially avoidable expenditures (arising from less than optimal care coordination). For the
reasons described elsewhere in this rule, we have determined that it is necessary to test this
model among varying types of hospitals that have not chosen to voluntarily participate in another
episode payment model such as BPCI. As noted elsewhere in this final rule, we are testing an
episode approach for LEJR episodes through the voluntary BPCI models. We have designed the
CJR model to require participation by hospitals in order to avoid the selection bias inherent to

any model in which providers may choose whether to participate. Such a design will allow for
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testing of how a variety of hospitals will fare under an episode payment approach, leading to a
more robust evaluation of the model's effect on all types of hospitals. We believe this is the most
prudent approach for the following reasons. The information gained from testing of the CJR
model will allow CMS to more comprehensively assess whether LEJR episode payment models
are appropriate for any potential national expansion. We will have evaluation information on
results for providers who are participating in such models voluntarily (under BPCI) as well as for
hospitals that are required to participate in CJR. Under CJR, we will have tested and evaluated
such a model across a wide range of hospitals representing varying degrees of experience with
episode payment. We believe it is important to gain knowledge from a variety of perspectives in
considering whether and which models merit national expansion. Thus, the CJR model meets
the criteria required for initial model tests.

Moreover, the Secretary has the authority to establish regulations to carry out the
administration of Medicare. Specifically, the Secretary has authority under both sections 1102
and 1871 of the Act to implement regulations as necessary to administer Medicare, including
testing this Medicare payment and service delivery model. We note that while CJR will be a
model, and not a permanent feature of the Medicare program, the model will test different
methods for delivering and paying for services covered under the Medicare program, which the
Secretary has clear legal authority to regulate. The proposed rule went into great detail about the
provisions of the proposed CJR model, enabling the public to fully understand how the proposed
model was designed and could apply to affected providers. We acknowledge section
1115A(d)(2) of the Act, which states that there shall be no administrative or judicial review of,
among other things, "the selection of organizations, sites, or participants to test . . . models

selected," as well as the commenter's concern that this provision would preclude a participant
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hospital from appealing its selection as a participant in the CJR model. However, it is precisely
because the model will impose new requirements upon participant hospitals that we undertook
notice and comment rulemaking to implement it.

In response to the comment indicating that we misread section 1115A(a)(5) of the Act,
we believe that the commenter misunderstood the reference to that provision in the proposed
rule. The reference to section 1115A(a)(5) of the Act was made in the context of the discussion
of selecting certain MSAs within which we will test the model. We do not rely on section
1115A(a)(5) of the Act specifically as the authority for a model in which participation is not
voluntary; rather, as noted previously, we rely on section 1115A of the Act as a whole, as well as
the Secretary's existing authority to carry out her duties and administer the Medicare program.

We disagree with commenters that implementing the CJR model will negatively affect
beneficiaries' appeal rights. We note that normal claims processes will continue under this
model, including beneficiary and provider appeal rights. We also refer readers to section 111.C.9.
of this final rule for discussion of hospital appeals procedures under the CJR model.

With regard to the comment about CMS sidestepping safeguards designed to prevent
imposing haphazard models prior to appropriate vetting and testing, we reiterate that we have
undertaken rulemaking to solicit comprehensive public input on all aspects of the CJR model. In
addition, as previously noted, the CIJR model has been designed to limit selection bias, which
will allow for more robust evaluation results across a variety of providers.

We note that this is a new model, not an expansion of an existing model. We disagree
with the commenters who believe that we have reversed the order of testing and expansion of
Innovation Center models. As permitted by section 1115A of the Act, we are testing the CJR

model within specified limited geographic areas. The fact that the model will require the
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participation of certain hospitals does not mean it is not an initial model test. If the model is
successful such that it meets the statutory requirements for expansion, and the Secretary
determines that expansion is warranted, we would undertake rulemaking to implement the
expansion, as required by section 1115A(c) of the Act.

Comment: Several commenters questioned how the proposed CJR model relates to the
potential for expansion of BPCI. Commenters also noted that CMS included language in the
FY 2016 IPPS/LTCH PPS proposed rule requesting public input on an eventual expansion of
BPCI.

Response: CMMI's three major priorities include testing new payment and service
delivery models, evaluating results and advancing best practices, and engaging stakeholders.
Since 2011, we have been working to develop and test models of bundling Medicare payments
under the authority of section 1115A of the Act. Consistent with its ongoing commitment to
develop new models and refine existing models based on additional information and experience,
we may modify existing models or test additional models under our authority under section
1115A of the Act. The CJR model is a new, additional episode payment model being tested
under the authority of section 1115A of the Act. As such, it is not an expansion of the BPCI
initiative, which needs further evaluation to determine its impact on both Medicare cost and
quality before the Secretary can determine whether the findings from the evaluation of the
initiative demonstrate that it meets all criteria for expansion, consistent with the requirements of
section 1115A(c) of the Act, and that, based on these findings and other pertinent factors,
expansion is warranted.

In the FY 2016 IPPS/LTCH PPS proposed rule (80 FR 24414 through 24418), we

solicited public comments regarding policy and operational issues related to a potential
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expansion of the BPCl initiative in the future. We explained that as we initiated discussions
about potential expansion, we continued to value stakeholder engagement within the framework
of our three priorities. With respect to expansion, section1115A(c) of the Act, as added by
section 3021 of the Affordable Care Act, provides the Secretary with the authority to expand
through rulemaking the duration and scope of a model that is being tested under section
1115A(b) of the Act, such as the BPCI initiative (including implementation on a nationwide
basis), if the following findings are made, taking into account the evaluation of the model under
section 1115A(b)(4) of the Act: (1) the Secretary determines that the expansion is expected to
either reduce Medicare spending without reducing the quality of care or improve the quality of
patient care without increasing spending; (2) the CMS Chief Actuary certifies that the expansion
would reduce (or would not result in any increase in) net Medicare program spending; and (3)
the Secretary determines that the expansion would not deny or limit the coverage or provision of
Medicare benefits. The decision of whether or not to expand BPCI will be made by the
Secretary in coordination with CMS and the Office of the Chief Actuary based on whether
findings about the initiative meet the statutory criteria for expansion under section 1115A(c) of
the Act. We did not propose an expansion of any of the BPCI models or any policy changes
associated with those models in the FY 2016 IPPS/LTCH PPS proposed rule.

Although BPCI and the CJR model both include testing episode payment for LEJR
episodes of care, CJR differs from BPCI in significant ways, as detailed throughout this final
rule. Providers elected to participate in BPCI, and were given a choice of various design features,
such as the clinical episodes included and the episode length. The CJR model was designed in
part based on feedback and experience from BPCI, and will provide additional information on

the impact of episode payment for LEJR episodes across a variety of hospitals, including those
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who may not have elected to participate in the model. As previously discussed in this section, it
IS necessary to require participation in the CJR model in order to avoid the selection bias inherent
to any voluntary model. When the CJR model begins on April 1, 2016, we will be testing both
episode payment models concurrently for a period of time, as well as many other payment and
service delivery models, in order to gain information about the most successful strategies to
improve the quality of care and reduce spending. The different design features of BPCI and the
CJR model will aid us in evaluating the success of episode-based payment across a range of
provider types and in a range of geographic areas. As evaluation results addressing the impact of
each model on Medicare quality and cost become available, the Secretary will review this
information to determine whether the findings from the evaluation of the model demonstrate that
it meets all criteria for expansion, consistent with the requirements of section 1115A(c) of the
Act, and that, based on these findings and other pertinent factors, expansion is warranted.

Comment: Many commenters requested changes to the BPCI model in response to the
proposed rule. Commenters also requested clarification on how BPCI awardees would be
transitioned into the CJR model; for example, which performance year policies would apply to
the new model participants.

Response: We will not address comments about BPCI policies in this final rule. We will
address commenters' suggestions on BPCI through our usual processes for informing BPCI
participants and the public of any changes to BPCI. As discussed in section I11.A of this final
rule, all Inpatient Prospective Payment System (IPPS) hospitals in the selected MSAs that are not
participating in BPCI Model 1 or Phase Il of Models 2 or 4 for LEJR episodes would be included
in the CJR model. We intend for the current performance year's policies to be in effect for any

new entrants in the CJR model. We also note that an acute care hospital formerly participating in
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BPCI for the LEJR episode will have likely established care coordination and redesign strategies
for success. As such, it would not be necessary to grant such hospitals additional time to
transition from BPCI into the CJR model.

Comment: Numerous commenters requested that physicians who enter into sharing
arrangements with CJR hospitals qualify as eligible professionals under the Medicare Access and
Chip Reauthorization Act of 2015 (MACRA) beginning in 2019. A commenter requested that
all CJR collaborators qualify as eligible professionals under MACRA. Several commenters
outlined wholly different structures for the proposed CJR model, including provisions that would
allow for the CJR model to qualify as an alternative payment model (APM) under MACRA.

Response: We interpret commenters' requests as follows: that collaborators under the
CJR model would be able to meet the requirements that would otherwise apply under the
Merit-based Incentive Payment System (MIPS) or, alternatively, qualify as APM participants
under section 1833(z)(2) of the Act (and therefore be excluded from MIPS) through their
participation in CJR. We further interpret commenters' requests as follows: that CJR would
include eligible alternative payment entities, and therefore that eligible professionals in CIJR
would potentially be qualifying APM participants. We note that the statute specifies which types
of individuals qualify as eligible professionals (EPs) under section 1848(k)(3)(B) of the Act or as
MIPS EPs under section 1848(q)(1)(C) of the Act. We plan to develop regulations under
MACRA through notice and comment rulemaking. We will be releasing further guidance on the
implementation of MACRA, and through such guidance, will be clarifying the parameters for
eligibility under MACRA.

Comment: Several commenters presented different episode payment models for CMS'

consideration to be tested in addition to or instead of the CJR model, or suggested such major
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changes to the proposed CJR model design elements that the result of their adoption would be a
wholly different test of episode payment than CMS proposed. A few commenters recommended
that CMS consider testing a model that emphasizes the role of PAC providers in managing
episode care for beneficiaries, instead of just the hospital. Such a model would assign financial
responsibility during an episode to a PAC entity with capabilities to coordinate care across a
wide range of post-acute settings. Other commenters suggested that CMS test a model that
would create physician-led organizations to manage financial risk for LEJR episodes of care,
instead of assigning risk to hospitals. These organizations would receive prospective episodic
payments and allocate such payments among the providers and suppliers furnishing care to
beneficiaries during an LEJR episode. Several commenters recommended CMS implement a
population-based model similar to an Accountable Care Organization (ACO) model, in lieu of an
episode-based payment model. Finally, a commenter requested that instead of including rural
and low-volume hospitals in the CJR model, CMS develop a model tailored to this subset of
providers.

Response: We appreciate the suggestions for alternatives to the CJR model design that
were recommended by the commenters, including the details and rationale provided about many
features of those models. We are not adopting these approaches to an episode payment model
under this final rule as we did not propose the design elements of such models for public notice
and comment nor did we propose the additional policies that would be required to implement
such features that do not rely on existing Medicare definitions (for example, the definition of a
physician-led organization to manage risk). However, we note that we are constantly
considering modifications to existing models and designing new models under our testing

authority under section 1115A of the Act, taking into consideration stakeholder input received
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through many channels, including public comments on this proposed rule and the FY 2016
IPPS/LTCH PPS proposed rule discussion item on potential BPCI expansion considerations, as
well as feedback from providers participating in existing models. We note that potential
modifications to the CJR model would go through notice and comment rulemaking as necessary.
As we consider developing additional payment service and delivery models, we will continue to
engage with stakeholders and review all of the information available to us about alternative
approaches to episode payment that could be tested.

B. Summary of the Major Provisions

1. Model Overview: LEJR Episodes of Care

LEJR procedures are currently paid under the IPPS (IPPS) through one of two Medicare
Severity-Diagnosis Related Groups (MS-DRGs): MS-DRG 469 (Major joint replacement or
reattachment of lower extremity with Major Complications or Comorbidities (MCC)) or
MS-DRG 470 (Major joint replacement or reattachment of lower extremity without MCC).
Under the CJR model, as described further in section I11.B of this final rule, episodes will begin
with admission to an acute care hospital for an LEJR procedure that is assigned to MS-DRG 469
or 470 upon beneficiary discharge and paid under the IPPS and will end 90 days after the date of
discharge from the acute care hospital. This episode of care definition offers operational
simplicity for providers and CMS. The episode will include the LEJR procedure, inpatient stay,
and all related care covered under Medicare Parts A and B within the 90 days after discharge,
including hospital care, PAC, and physician services.
2. Model Scope

We have finalized that participant hospitals will be the episode initiators and bear

financial risk under the CJR model. In comparison to other health care facilities, hospitals are
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more likely to have resources that will allow them to appropriately coordinate and manage care
throughout the episode, and hospital staff members are already involved in hospital discharge
planning and PAC recommendations for recovery, key dimensions of high quality and efficient
care for the episode. We require all hospitals paid under the IPPS in selected geographic areas to
participate in the CJR model, with limited exceptions. Eligible beneficiaries who elect to receive
care at these hospitals will automatically be included in the model. We have selected geographic
areas based on a stratified random sampling methodology within strata using the following
criteria: historical wage adjusted episode payments and population size. Our geographic area
selection process is detailed further in section I11.A of this final rule.
3. Payment

We will test the CJR model for 5 performance years. We have finalized an alternative
start date for the model from the timeline set forth in the proposed rule. As discussed in further
detail in section 111.C.2.a. of this final rule, the first performance year for the CJR model will
begin on April 1, 2016 and end on December 31, 2016. During these performance years we will
continue paying hospitals and other providers and suppliers according to the usual Medicare FFS
payment systems. However, after the completion of a performance year, the Medicare claims
payments for services furnished to the beneficiary during the episode, based on claims data, will
be combined to calculate an actual episode payment. The actual episode payment is defined as
the sum of related Medicare claims payments for items and services furnished to a beneficiary
during a CJR episode. The actual episode payment will then be reconciled against an established
CJR target price that is stratified based on the beneficiary's fracture status, with consideration of
additional payment adjustments based on quality performance, post-episode spending, and

policies to limit hospital financial responsibility. The amount of this calculation, if positive, will
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be paid to the participant hospital. This payment will be called a reconciliation payment. If
negative, we will require repayment from the participant hospital. Medicare will require
repayment of the difference between the actual episode payments and the CJR target price from a
participant hospital if the CJR target price is exceeded.

We will make reconciliation payments to participant hospitals that achieve quality
outcomes and cost efficiencies relative to the established CJR target prices in all performance
years of the model. We will also phase in the requirement that participant hospitals whose actual
episode payments exceed the applicable CJR target price pay the difference back to Medicare
beginning in performance year 2. Under this final rule, Medicare will not require repayment
from hospitals for performance year 1 for actual episode payments that exceed their target price
in performance year 1.

We will also limit how much a hospital can gain or lose based on its actual episode
payments relative to target prices. We have also put in place additional policies to further limit
the risk of high payment cases for all participant hospitals and for special categories of
participant hospitals as described in section I11.C. of this final rule.

4. Similar, Previous, and Concurrent Models

The CJR model is informed by other models and demonstrations currently and previously
conducted by CMS and will explore additional ways to enhance coordination of care and
improve the quality of services through bundled payments. We recently announced the
Oncology Care Model (OCM), a new voluntary payment model for physician practices
administering chemotherapy. Under OCM, practices will enter into payment arrangements that
include financial and performance accountability for episodes of care surrounding chemotherapy

administration to cancer patients. We plan to coordinate with other payers to align with OCM in
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order to facilitate enhanced services and care at participating practices. More information on the

OCM can be found on CMMI's website at: http://innovation.cms.gov/initiatives/Oncology-Care/.

Medicare tested innovative approaches to paying for orthopedic services in the Medicare Acute
Care Episode (ACE) demonstration, a prior demonstration, and is currently testing additional
approaches under BPCI. Both of these models have also informed the design of the CJR model.
Under the authority of section 1866C of the Act, we conducted a 3-year demonstration,
the ACE Demonstration. The demonstration used a prospective global payment for a single
episode of care as an alternative approach to payment for service delivery under traditional
Medicare FFS. The episode of care was defined as a combination of Part A and Part B services
furnished to Medicare FFS beneficiaries during an inpatient hospital stay for any one of a
specified set of cardiac and orthopedic MS-DRGs. The MS-DRGs tested included 469 and 470,
which are included in the CJR model. The discounted bundled payments generated an average
gross savings to Medicare of $585 per episode for a total of $7.3 million across all episodes
(12,501 episodes) or 3.1 percent of the total expected costs for these episodes. After accounting
for increased PAC costs that were observed at two sites, Medicare saved approximately $4
million, or 1.72 percent of the total expected Medicare spending. More information on the ACE

Demonstration can be found on CMMI's website at: http://innovation.cms.gov/initiatives/ACE/ .

We are currently testing the BPCI initiative. The BPCI initiative is comprised of four
related payment models, which link payments for multiple services that Medicare beneficiaries
receive during an episode of care into a bundled payment. Under the initiative, entities enter into
payment arrangements with CMS that include financial and performance accountability for
episodes of care. Episodes of care under the BPCI initiative begin with either - (1) an inpatient

hospital stay; or (2) PAC services following a qualifying inpatient hospital stay. The BPCI
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initiative is evaluating the effects of episode-based payment approaches on patient experience of
care, outcomes, and cost of care for Medicare FFS beneficiaries. Each of the four models tests
LEJR episodes of care. While final evaluation results for the models within the BPCI initiative
are not yet available, we believe that CMS' experiences with BPCI support the design of the CJR
model. Under section 1115A(c) of the Act, the Secretary may, taking into consideration an
evaluation conducted under section 1115A (b)(4) of the Act, "through rulemaking, expand
(including implementation on a nationwide basis) the duration and the scope of a model that is
being tested under” CMMI's authority. CJR is not an expansion of BPCI, and BPCI may be
expanded in the future. We published a discussion item soliciting public comment on a potential
future expansion of one or more of the models within BPCI in the FY2016 IPPS rule,
80 FR 24414 through 24418. CJR will not be an expansion or modification of BPCI; nor does it
reflect comments received in response to the proposed rule for the 2016 IPPS Rule. CJR is a
unique model that tests a broader, different group of hospitals than BPCI. It is necessary to
provide CMS with information about testing bundled payments to hospitals that are required to
participate in an APM. For a discussion of why we are requiring hospitals to participate in the
CJR model, see section I11.A. of this final rule.

The CJR model's design was informed to a large degree by our experience with BPCI
Model 2. BPCI's Model 2 is a voluntary episode payment model in which a qualifying acute
care hospitalization initiates a 30, 60 or 90 day episode of care. The episode of care includes the
inpatient stay in an acute care hospital and all related services covered under Medicare Parts A
and B during the episode, including PAC services. More information on BPCI Model 2 can be

found on CMMI's website at; http://innovation.cms.gov/initiatives/BPCI-Model-2/ .
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Further information of why elements of the OCM, the ACE Demonstration, and BPCI
Model 2 were incorporated into the design of the CJR model appears later in this final rule.
5. Overlap with Ongoing CMS Efforts

We are excluding from participation in CJR certain hospitals participating in the
risk-bearing phase of BPCI Models 2 and 4 for LEJR episodes, as well as acute care hospitals
participating in BPCI Model 1. We are not excluding beneficiaries in CJR model episodes from
being included in other Innovation Center models or CMS programs, such as the Medicare
Shared Savings Program (Shared Savings Program), as detailed later in this final rule. We will
account for overlap, that is, where CJR beneficiaries are also included in other models and
programs, to ensure the financial policies of CJR are maintained and results and spending
reductions are attributed to the correct model or program.
6. Quality Measures and Reporting Requirements

We are adopting two hospital-level quality of care measures for the CJR model. Those
measures include a complications measure and a patient experience survey measure. We will
use these measures in the model pay-for-performance payment methodology, as well as to test
the success of the model in achieving its goals under section 1115A of the Act and to monitor for

beneficiary safety. We intend to publicly report this information on the Hospital Compare

website. Additionally, we will encourage the voluntary submission of data to support the
development of a hospital-level measure of patient-reported outcomes following an elective
primary total hip (THA) or total knee arthroplasty (TKA) through incorporation of the measure
in the composite quality scoring methodology described in 111.C.5. of this final rule.

7. Data Sharing Process
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We will share data with participant hospitals upon request throughout the performance
period of the CJR model to the extent permitted by the HIPAA Privacy Rule and other applicable
law. We will share upon request both raw claims-level data and claims summary data with
participants. This approach will allow participant hospitals without prior experience analyzing
claims to use summary data to receive useful information, while allowing those participant
hospitals who prefer raw claims-level data the opportunity to analyze claims. We will provide
hospitals with up to 3 years of retrospective claims data upon request that will be used to develop
their target price, as described in section I11.C. of this final rule. In accordance with the HIPAA
Privacy Rule, we will limit the content of this data set to the minimum data necessary for the
participant hospital to conduct quality assessment and improvement activities and effectively
coordinate care of its patient population.

8. Beneficiary Protections

Under the CJR model, beneficiaries retain the right to obtain health services from any
individual or organization qualified to participate in the Medicare program. Under the CJR
model, eligible beneficiaries who receive services from a participant hospital will not have the
option to opt out of inclusion in the model. We require participant hospitals to supply
beneficiaries with written information regarding the design and implications of this model as
well as their rights under Medicare, including their right to use their provider of choice. We will
also make a robust effort to reach out to beneficiaries and their advocates to help them
understand the CJR model.

We also will use our existing authority, if necessary, to audit participant hospitals if
claims analysis indicates an inappropriate change in delivered services. Beneficiary protections

are discussed in greater depth in section Il1.E. of this final rule.
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9. Financial Arrangements and Program Policy Waivers

We will hold participant hospitals financially responsible for CJR LEJR episodes as
participants in the model as discussed in section 111.C.6. of this final rule. Specifically, only
these hospital participants will be directly subject to the requirements of this final rule for the
CJR model. Participant hospitals will be responsible for ensuring that other providers and
suppliers collaborating with the hospital on LEJR episode care redesign are in compliance with
the terms and conditions of the model, including any applicable program policy waivers.

Several of the Medicare program policy waivers outline the conditions under which SNFs
and physicians could furnish and bill for certain services furnished to CJR beneficiaries where
current Medicare programs rules will not permit such billing. We draw the attention of SNFs
and physicians to these waivers, which are included in section 111.C.11.b.(5). of this final rule.

C. Summary of Economic Effects

As shown in our impact analysis, we expect the CJR model to result in savings to
Medicare of $343 million over the 5 performance years of the model. We note that a composite
quality score will be calculated for each hospital in order to determine eligibility for a
reconciliation payment and whether the hospital qualifies for quality incentive payments that will
reduce the effective discount percentage experience by the hospital at reconciliation for a given
performance year.

More specifically, in performance year 1 of the model, we estimate a Medicare cost of
approximately $11 million, as hospitals will not be subject to downside risk in the first year of
the model. As we introduce downside risk beginning in performance year 2 of the model, we
estimate Medicare savings of approximately $36 million. In performance year 3 of the model,

we estimate Medicare savings of $71 million. In performance years 4 and 5 of the model, we
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will move from target episode pricing that is based on a hospital's experience to target pricing
based on regional experience, we estimate Medicare savings of $120 million and $127 million,
respectively.

As a result, we estimate the net savings to Medicare to be $343 million over the 5
performance years of the model. We anticipate there will be a broader focus on care
coordination and quality improvement for LEJR episodes among hospitals and other providers
and suppliers within the Medicare program that will lead to both increased efficiency in the
provision of care and improved quality of the care provided to beneficiaries.

We note that under section 1115A(b)(3)(B) of the Act, the Secretary is required to
terminate or modify a model unless certain findings can be made with respect to savings and
quality after the model has begun. If during the course of testing the model it is determined that
termination or modification is necessary, such actions will be undertaken through rulemaking as
necessary.

Il. Background

A General Background

This final rule finalizes the implementation of a new innovative health care payment
model under the authority of section 1115A of the Act. Under the model, called the CJR model,
acute care hospitals in certain selected geographic areas will receive bundled payments for
episodes of care where the diagnosis at discharge includes a lower extremity joint replacement
(LEJR) or reattachment of a lower extremity that was furnished by the hospital. The bundled
payment will be paid retrospectively through a reconciliation process; hospitals and other
providers and suppliers will continue to submit claims and receive payment via the usual

Medicare FFS payment systems. All related care covered under Medicare Part A and Part B
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within 90 days after the date of hospital discharge from the joint replacement procedure will be
included in the episode of care. We believe this model will further our goals of improving the
efficiency and quality of care for Medicare beneficiaries for these common medical procedures.

B. Acronym of this Model

We have changed the acronym of this model to "CJR" and have updated all references in
this rule and the regulations to reflect this change.

C. Public Comments Received in Response to the CJR Proposed Rule

We received approximately 400 timely pieces of correspondence containing multiple
comments on the CJR proposed rule. We note that some of these public comments were outside
of the scope of the proposed rule. These out-of-scope public comments are mentioned but not
addressed with the policy responses in this final rule. Summaries of the public comments that
are within the scope of the proposed rule and our responses to those public comments are set

forth in the various sections of this final rule under the appropriate heading.
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I11. Provisions of the Proposed Regulations and Analysis of and Responses to Public
Comments

A. Definition of the Episode Initiator and Selected Geographic Areas

1. Background

The CJR model is different from BPCI because it would require participation of all
hospitals (with limited exceptions) throughout selected geographic areas, which would result in a
model that includes varying hospital types. However, a discussion of BPCI is relevant because
its design informs and supports the proposed CJR model. The BPCI model is voluntary, and
under that model we pay a bundled payment for an episode of care only to entities that have
elected to participate in the model. We are interested in testing and evaluating the impact of an
episode payment approach for LEJRS in a variety of other circumstances, including among those
hospitals that have not chosen to voluntarily participate because we have not tested bundled
payments for these hospitals previously. This would allow CMS and participants to gain
experience testing and evaluating episode-based payment for LEJR procedures furnished by
hospitals with a variety of historic utilization patterns; roles within their local markets; volume of
services provided; access to financial, community, or other resources; and population and health
care provider density. Most importantly, participation of hospitals in selected geographic areas
will allow CMS to test bundled payments without introducing selection bias such as the selection
bias inherent in the BPCI model due to self-selected participation.
2. Definition of Episode Initiator

Under the CJR model, as described further in section I11.B. of this final rule, episodes
will begin with admission to an acute care hospital for an LEJR procedure that is paid under the

IPPS through Medical Severity Diagnosis-Related Group (MS-DRG) 469 (Major joint
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replacement or reattachment of lower extremity with MCC) or 470 (Major joint replacement or
reattachment of lower extremity without MCC) and end 90 days after the date of discharge from
the hospital. For the CJR model, we proposed that hospitals would be the only episode initiators.
For purposes of CJR, the term "hospital” means a hospital as defined in section 1886(d)(1)(B) of
the Act. This statutory definition of hospital includes only acute care hospitals paid under the
IPPS. We proposed that all acute care hospitals in Maryland would be excluded from CJR. The
state of Maryland entered into an agreement with CMS, effective January 1, 2014, to participate
in CMS' new Maryland All-Payer Model. In order to implement the Maryland All-Payer Model,
CMS waived certain requirements of the Act, and the corresponding implementing regulations,
as set forth in the agreement between CMS and Maryland. Specifically, under the Maryland
All-Payer Model, Maryland acute care hospitals are not paid under the IPPS or Outpatient
Prospective Payment System (OPPS) but rather are paid under rates set by the state. Following
the model's performance period, Maryland will transition to a new model that incorporates the
full spectrum of care, not just hospital services. As such, with respect to Maryland hospitals,
CMS intends to test and develop new payment and delivery approaches that can incorporate
non-hospital services in a manner that accounts for Maryland's unique hospital rate setting
system and permit Maryland to develop its own strategy to incentivize higher quality and more
efficient care across clinical situations within and beyond hospitals, including but not limited to
LEJR episodes of care. We proposed that because Maryland hospitals are not paid under the
IPPS or OPPS, payments to Maryland hospitals will be excluded in the regional pricing
calculations as described in section I11.C.4. of this final rule. We sought comment on whether
there were potential approaches for including Maryland acute care hospitals in CJR. In addition,

we sought comment on whether Maryland hospitals should be included in CJR in the future upon
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any termination of the Maryland All-Payer Model.

The following is a summary of the comments received and our responses.

Comment: Several commenters commented on the proposed exclusion of Maryland
hospitals in the All-Payer model from the model. A commenter requested that if we are
considering approaches for including Maryland acute care hospitals in the CIJR model that we
ensure that the inclusion of such hospitals would not jeopardize the current all-payer system in
Maryland. If such an approach were to be developed, the commenter noted that it would
welcome the opportunity to participate in the CJR model and further stated that it is confident
that it would be successful under the CJR model in helping to further to goals of providing high
quality care at lower costs to better patient outcomes and population health. Another commenter
noted that Maryland's All-Payer Model Agreement is focused on holding hospitals accountable
for improving care, improving health, and reducing the total cost of hospital care for all
payers. Under the All-Payer model, Maryland has shifted its long-standing hospital rate-setting
system from a volume-based system, focused on cost per case, to a global population-based
system that incorporates performance requirements for quality and outcomes. The Maryland
system will be held accountable for the total cost of care for Medicare patients under its contract
with CMS and thus already has two-sided risk for hospital costs. The commenter stated that
Maryland wants to work with CMS to develop a unique approach to achieving the goals of the
model, but under the All-Payer model. Lastly, another commenter expressed confusion if we
were announcing a plan to have Maryland transition to a new model that incorporates the full
spectrum of care, not just hospital services.

Response: Under the All-Payer model, Maryland has facilitated the movement of

regulated hospital revenue into population-based payment reimbursement under a hospital global
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budget model. We appreciate the state's efforts to move away from volume-based payments and
to focus on reducing total cost of care and improving quality of care, and we have seen
improvement on these areas in the first year of the All-Payer model. However, we remain
concerned that certain aspects of the All-Payer Model make it challenging for Maryland to be
included in other payment and delivery innovations being launched by the CMS Innovation
Center. As we anticipate testing more models across the country, we do not want Maryland to
fall behind in payment and delivery innovation. We are very interested in Maryland's strategy to
be accountable for total cost of care beyond hospital services, which we intend to implement
under the All-Payer model in 2019. We note that we are not announcing a new model for
Maryland in this rule, but rather the CMS Innovation Center looks forward to working with
Maryland on its total cost of care model.

Comment: Several commenters agreed with CMS that Maryland hospitals should not be
included in our definition of "hospital™ and, instead, the state of Maryland should be allowed to
develop its own strategy to encourage higher quality care and efficiencies across clinical settings.

Response: We agree that for the purposes of the CJR model, the term "hospital” should
only encompass hospitals currently paid under the IPPS and we are finalizing as proposed to
exclude Maryland hospitals from the CJR model.

Final Decision: After consideration of the public comments we received, we are
finalizing, for purposes of the CJR model, the term "hospital” to mean a hospital subject to the
IPPS as defined in section 1886(d)(1)(B) of the Act. This statutory definition of hospital
includes only acute care hospitals paid under the IPPS, thus excluding Maryland hospitals from
participating in CJR and excluding payments to Maryland hospitals in regional pricing

calculations described in section I11.C.4 of this final rule. This definition will be codified in
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§510.2

We proposed to designate IPPS hospitals as the episode initiators to ensure that all
Medicare FFS LEJR services furnished by participant hospitals in selected geographic areas to
beneficiaries who do not meet the exclusion criteria (specified in section I11.B.3. and section
I11.C.7. of this final rule) are included in the CJR model. Given that our proposal that the LEJR
episode begins with an admission to a hospital paid under the IPPS that results in a discharge
assigned to MS-DRG 469 or 470, we further believed that utilizing the hospital as the episode
initiator is a straightforward approach for this model because the hospital furnishes the LEJR
procedure. In addition, we noted our interest in testing a broad model in a number of hospitals
under the CJR model in order to examine results from a more generalized payment model. Thus,
we believed it is important that, in a model where hospital participation is not voluntary, all
Medicare FFS LEJR episodes that begin at the participant hospital in a selected geographic area
should be included in the model for beneficiaries that do not meet the exclusion criteria specified
in section 111.B.3. of this final rule and are not LEJR BPCI episodes that we are excluding as
outlined in this section and also in section I111.C.7 of this final rule. This is best achieved if the
hospital is the episode initiator. Finally, as described in the following sections that present our
proposed approach to geographic area selection, this geographic area selection approach relies
upon our definition of hospitals as the entities that initiate episodes. We sought comment on our
proposal to define the episode initiator as the hospital under CJR. However, commenters
generally commented on our proposal to define the episode initiator as the hospital in tandem
with comments regarding the proposal that the hospital also be the entity financially responsible
for the episode of care under CJR. As such, comments regarding the proposed episode initiator

and the entity financially responsible for the episode of care are summarized in section I11.A.2. of



CMS-5516-F 45

this final rule.
3. Financial Responsibility for the Episode of Care

BPCI Model 2 participants that have entered into agreements with CMS to bear financial
responsibility for an episode of care include acute care hospitals paid under the IPPS, health
systems, physician-hospital organizations, physician group practices (PGPs), and non-provider
business entities that act as conveners by coordinating multiple health care providers'
participation in the model. Thus, our evaluation of BPCI Model 2 will yield information about
how results for LEJR episodes may differ based on differences in which party bears financial
responsibility for the episode of care. For the CJR model, we proposed to make hospitals
financially responsible for the episode of care.

Although we proposed that hospitals would bear the financial responsibility for LEJR
episodes of care under CJR, because there are LEJR episodes currently being tested in BPCI
Model 1, 2, 3 or 4, we believed that participation in CJR should not be required if it would
disrupt testing of LEJR episodes already underway in BPCI models. Therefore, we proposed
certain exceptions for instances where IPPS hospitals located in an area selected for the model
are active participant hospitals or episode initiators for LEJR episodes as of July 1, 2015, and
exceptions for LEJR episodes initiated by other providers or suppliers under certain BPCI
models.

The following is a summary of the comments received and our responses.

Comment: Most commenters expressed overall support for the CJR model, with some
commenters noting that the CJR model could help to transform care delivery through improved
care coordination and financial accountability. Several commenters further expressed support

for our proposal to designate hospitals as the episode initiators and the entity financially
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responsible for the episode of care under the CJR model. These commenters agreed that
hospitals should bear the responsibility of implementing the CJR model and further agreed with
being able to share this responsibility with "collaborators" through gainsharing agreements. The
commenters noted that the themes surrounding responsibility and cost in conjunction with
quality as presented in the proposed rule were encouraging and show a continued focus on
bettering outcomes and patient engagement while lowering costs.

Response: We thank the commenters for their support. As noted in the proposed rule,
the intent of the CJR model is to promote quality and financial accountability for episodes of
care surrounding a lower-extremity joint replacement (LEJR) or reattachment of a lower
extremity procedure. We anticipate the CJR model would benefit Medicare beneficiaries by
improving the coordination and transition of care, improving the coordination of items and
services paid for through Medicare FFS, encouraging more provider investment in infrastructure
and redesigned care processes for higher quality and more efficient service delivery, and
incentivizing higher value care across the inpatient and PAC spectrum spanning the episode of
care (80 FR 41198).

Comment: Several commenters disagreed with the proposal for the CJR model to limit
financial responsibility for the episode of care to only hospitals. Commenters advocated for
PGPs or orthopedic surgeons to be financially responsible, while other commenters advocated
for PAC entities to be financially responsibility for the episode of care. Commenters listed a
variety of reasons why orthopedic physician groups and/or PAC providers should be financially
responsible for the episode of care. Some commenters stated that the episode initiator for the
CJR model should be a physician, as key clinical decisions about care within the episode are

made by physicians, including determining what kind of follow-up care is needed. A few
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commenters stated that the episode initiator should be the PAC provider, similar to BPCI Model
3, since much of the reduction in CJR episode costs could occur through changes in PAC
utilization. A few commenters stated that CMS should distribute program risk across all
providers within the episode of care and not delegate that function to the hospital because during
a CJR episode, ideal care and successful care coordination involve multiple providers across the
care continuum and is especially dependent on PAC providers. Finally, several commenters
stated that with gainsharing there is greater opportunity for the physician to participate in patient
care redesign, but that unless the physician is also financially responsible, physician involvement
in the full care redesign would be less than ideal.

Response: As noted in the proposed rule (80 FR 41204 through 41205), because the CJR
model is testing a more generalizable model by including providers that might not participate in
a voluntary model, we believe it is most appropriate to identify a single type of provider to bear
financial responsibility for making repayment to CMS under the CJR model as one entity needs
to be ultimately responsible for ensuring that care for CJR model beneficiaries is appropriately
furnished and coordinated in order to avoid fragmented approaches that are often less effective
and more costly. Hospitals play a central role in coordinating episode-related care and ensuring
smooth transitions for beneficiaries undergoing LEJR procedures. Most hospitals already have
some infrastructure in place related to patient and family education and health information
technology as hospitals receive incentive payments for the adoption and meaningful use of
interoperable health information technology (HIT) and qualified electronic health records
(EHRs). In addition, hospitals are required by the hospital Conditions of Participation (CoPs) to
have in effect a discharge planning process that applies to all patients (§ 482.43). As part of the

discharge planning process, hospitals are required to arrange for the initial implementation of the
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discharge plan (8 482.43(c)(3)), which includes coordinating with PAC providers, a function
usually performed by hospital discharge planners or case managers. Thus hospitals can build
upon already established infrastructure, practices, and procedures to achieve efficiencies under
this episode payment model. Many hospitals also have recently heightened their focus on
aligning their efforts with those of community providers to provide an improved continuum of
care due to the incentives under other CMS models and programs, including ACO initiatives
such as the Medicare Shared Savings Program, and the Hospital Readmissions Reduction
Program (HRRP), establishing a base for augmenting these efforts under the CJR model.
Hospitals are also more likely than other providers and suppliers to have an adequate number of
episode cases to justify an investment in episode management for this model, have access to
resources that would allow them to appropriately manage and coordinate care throughout the
LEJR episode, and hospital staff is already involved in discharge planning and placement
recommendations for Medicare beneficiaries, and more efficient PAC service delivery provides
substantial opportunities for improving quality and reducing costs under CJR.

We considered requiring treating physicians (orthopedic surgeons or others) or their
associated PGPs, if applicable, to be financially responsible for the episode of care under the
CJR Model. However, the services of providers and suppliers other than the hospital where the
acute care hospitalization for the LEJR procedure occurs would not necessarily be furnished in
every LEJR episode. For example, that physicians of different specialties play varying roles in
managing patients during an acute care hospitalization for a surgical procedure and during the
recovery period, depending on the hospital and community practice patterns and the clinical
condition of the beneficiary and could not be assumed to be included in every LEJR episode.

This variability would make requiring a particular physician or PGP to be financially responsible
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for a given episode very challenging. If we were to assign financial responsibility to the
operating physician, it is likely that there would be significant variation in the number of relevant
episodes that could be assigned to an individual person. Where the physician was included in a
PGP, episodes could be aggregated to this group level but this would not be possible for all cases
and would likely still have multiple instances with physicians with a very low volume of

cases. We acknowledge that providers and suppliers with low volumes of cases may not find it
in their financial interests to make systematic care redesigns or engage in an active way with the
CJR model. We expect that low volume hospitals may achieve less savings compared to their
target episode payments for the simple reason that they would not find the financial incentive
present in the CJR sufficiently strong to cause them to shift their practice patterns. While this
concern is present in low volume hospitals, it is much more likely to occur if physicians are
financially responsible for episode costs because physicians typically do not have the case
volume to justify an investment in the infrastructure needed to adequately provide the care
coordination services required under the CJR model (such as dedicated support staff for case
management), which leads us to believe that as a result, the model would be less likely to
succeed.

Although the BPCI initiative allows a PGP and PAC providers to have financial
responsibility for episodes of care, the physician groups and PAC providers electing to
participate in BPCI have done so because their business structure supports care redesign and
other infrastructure necessary to bear financial responsibility for episodes and is not necessarily
representative of the typical group practice or PAC provider. Most of the PGPs in BPCI are not
bearing financial responsibility, but are participating in BPCI as partners with convener

organizations, which enter into agreements with CMS on behalf of health care providers, through
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which they accept financial responsibility for the episode of care. The PAC providers in BPCI
are not at risk for episodes that include more than just the post-anchor hospital discharge period.
The incentive to invest in the infrastructure necessary to accept financial responsibility for the
entire CJR episode of care, starting at admission to an acute care hospital for an LEJR procedure
that is paid under the IPPS MS-DRG 469 or 470 and ending 90 days after the date of discharge
from the hospital, would not be present across all PGPs and PAC providers. Thus we do not
believe it would be appropriate to designate PGPs or PAC providers to bear the financial
responsibility for making repayments to CMS under the CJR model where participation is
mandatory, rather than voluntary in nature, potentially causing this model to be less likely to
succeed. We may consider, through future rulemaking, other episode of care models in which
PGPs or PAC providers are financially responsible for the costs of care.

Comment: Several commenters suggested that conveners — non-provider business
entities that coordinate multiple health care providers' participation in the model — should also be
allowed to bear financial responsibility for episodes of care under the proposed CJR model. A
commenter suggested that instead of making hospitals responsible for managing payments and
costs, a management organization should be designated or created to manage the costs and
payments.

Response: In the BPCl initiative, participants have entered into a variety of relationships
with entities above the hospital level. Some of these relationships are ones where the financial
responsibility is borne by an entity other than the hospital, such as a parent organization (known
as awardee conveners). Other relationships between hospitals and other organizations (known as
facilitator conveners) are more managerial or consultative where financial responsibility remains

with the episode initiator (for example, the hospital). We acknowledge the important role that
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conveners play in the BPCI initiative with regard to providing infrastructure support to hospitals
and other entities initiating episodes in BPCI. The convener relationship (where another entity
assumes financial responsibility) may take numerous forms, including contractual (such as a
separate for-profit company that agrees to take on a hospital's financial risk in the hopes of
achieving financial gain through better management of the episodes) and through ownership
(such as when financial responsibility is borne at a corporate level within a hospital chain).
However, we proposed that for the CJR model we would hold only the participant hospitals
financially responsible for the episode of care. This is consistent with the goal of evaluating the
impact of bundled payment and care redesign across a broad spectrum of hospitals with varying
levels of infrastructure and experience in entering into risk-based reimbursement arrangements.
If conveners were included as participants in CJR, we may not gain the knowledge of how a
variety of hospitals can succeed in relationship with CMS in which they bear financial risk for
the episode of care.

While we proposed that the participant hospital be financially responsible for the episode
of care under CJR, we agreed that effective care redesign for LEJR episodes requires meaningful
collaboration among acute care hospitals, PAC providers, physicians, and other providers and
suppliers within communities to achieve the highest value care for Medicare beneficiaries. We
believe it may be essential for key providers and suppliers to be aligned and engaged, financially
and otherwise, with the hospitals, with the potential to share financial responsibility with those
hospitals. As such, CJR participant hospitals may enter into relationships with other entities in
order to manage the episode of care or distribute risk. We refer readers to section I11.C.10 of this
final rule for further discussion of financial arrangements between participant hospitals and other

providers and suppliers. Depending on a hospital's current degree of clinical integration, new
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and different contractual relationships among hospitals and other health care providers and
suppliers may be important, although not necessarily required, for CJR model success in a
community. We acknowledge that financial incentives for other providers and suppliers may be
important aspects of the model in order for hospitals to partner with these providers and suppliers
and incentivize certain strategies to improve episode efficiency.

As noted in the proposed rule (80 FR 41261), in addition to providers and suppliers with
which the participant hospital may want to enter into financial arrangements to share risks and
rewards, we expect that participant hospitals may choose to engage with organizations that are
neither providers nor suppliers to assist with matters such as: episode data analysis; local
provider and supplier engagement; care redesign planning and implementation; beneficiary
outreach; CJR beneficiary care coordination and management; monitoring participant hospital
compliance with the terms and conditions of the CJR model; or other model-related activities.
These organizations may play important roles in a hospital's plans to implement the CJR model
based on the experience these organizations may bring to the hospital's successful participation
in the model, such as prior experience with bundled payment initiatives, care coordination
expertise, familiarity with the local community, and knowledge of Medicare claims data. All
relationships established between participant hospitals and these organizations for purposes of
the CJR model would only be those permitted under existing law and regulation, meaning that
gainsharing agreements between hospitals and organizations that are neither providers nor
suppliers are not permitted. Hospital relationships with organizations other than providers and
suppliers would be based solely on the ability of such organizations to directly support the
participant hospitals’ CJR model implementation.

Comment: Numerous commenters urged CMS to implement the CJR model on a
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voluntary basis, rather than requiring hospitals to participate. Commenters observed that the CJR
model was unprecedented, unjustified, and risky for beneficiaries, because it was the first time
CMS would require participation of providers who may not have the interest, experience,
capability, or infrastructure to carry out what is necessary for an experiment whose outcomes are
unknown. Other commenters claimed that some of the hospitals in the selected MSAs would not
be prepared for model participation due to a lack of resources to better coordinate care,
insufficient infrastructure, low patient volumes, and lack of negotiating power in their
communities, among other reasons. A few commenters disagreed with designating hospitals as
financially responsible for the episode of care under CJR if the hospital cannot withdraw its
participation if it cannot thrive under the model. The commenters stated that absent
readmissions, hospitals have limited influence over other, non-surgical costs associated with
joint replacements, such as PAC, rehabilitation, home care, doctors' visits, and more.
Conversely, a commenter wrote that there may be some hospitals not in the selected MSAs that
would like to participate in CJR and would be precluded from doing so unless CMS opens the
model to other hospitals who volunteered to participate. Several commenters requested that CMS
continue to test voluntary payment models so that providers can continue to tailor bundled
payment reforms to their particular patient populations, practice settings, markets, infrastructure,
and administrative resources. A commenter stated that requiring participation in the CJR model
may preclude testing of alternative, potentially more effective, approaches. Another commenter
contended that requiring participation in this model for providers who may also be participating
in a voluntary payment model could create confusion and competing incentives. Commenters
further questioned the appropriateness of requiring participation in CJR, given that hospitals may

not have contractual agreements with other providers and suppliers furnishing services during an
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episode. Finally, several commenters contended that the CJR model could result in beneficiary
harm; a commenter stated that because participation in the CJR model is required, CMS should
be held responsible for any harm to beneficiaries as a result of the model.

Response: We appreciate the views of the commenters on our proposal for required
participation in the CJR model test of LEJR episode payment. We recognize that the CJR model
represents the first time the Innovation Center will require hospital participation in a payment
model being tested under section 1115A of the Act, and we have engaged in rulemaking to
ensure robust opportunity for public notice and comment on the model and its design. This
model will allow CMS to gain experience with making bundled payments to hospitals who have
a variety of historic utilization patterns; different roles within their local markets; various
volumes of services; different levels of access to financial, community, or other resources; and
various levels of population and health provider density including local variations in the
availability and use of different categories of PAC providers. We believe that by requiring the
participation of a large number of hospitals with diverse characteristics, the CJR model will
result in a robust data set for evaluation of this bundled payment approach, and will stimulate the
rapid development of new evidence-based knowledge. Testing the model in this manner will
also allow us to learn more about patterns of inefficient utilization of health care services and
how to incentivize the improvement of quality for common LEJR procedure episodes. Finally,
requiring participation removes selection bias and gives CMS a better, more accurate picture of
the effects of the model for consideration of any potential expansion on a national scale.

We have multiple years of experience with several types of large voluntary episode
payment models where we have successfully collaborated with participants on implementation of

episode payment in a variety of settings for multiple clinical conditions. We believe the
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relatively narrow scope of the model (LEJR episodes only), the phasing in of full financial
responsibility over multiple years of the model, and our plan to engage with hospitals to help
them succeed under this model through the provision of claims data, will aid hospitals in
succeeding under the CJR model. As discussed in section I11.C.2. of this final rule, we are also
finalizing that the model's first performance period will begin April 1, 2016, instead of on
January 1, 2016 as originally proposed. The longer notice of the final model policies before
implementation will provide hospitals with more time to prepare for participation by identifying
care redesign opportunities, beginning to form financial and clinical partnerships with other
providers and suppliers, and using data to assess financial opportunities under the model.

We acknowledge commenters' concern that some hospitals not in a selected MSA may
desire to participate in the CJR model. We also note that CMS will continue to test voluntary
bundled payment models, including those already undergoing testing through the BPCI initiative,
which offered several open periods over the past few years where interested hospitals and other
organizations could join. We expect that many providers will continue to engage in initiatives
such as BPCI, and may also participate in other emerging models in the coming years. The
coexistence of voluntary initiatives such as BPCI alongside new models in which providers are
required to participate will provide CMS, providers, and beneficiaries with multiple
opportunities to benefit from various care redesign and payment reform initiatives. We will also
continue to explore alternative approaches that may also prove effective in improving care for
beneficiaries while reducing spending.

We disagree that requiring participation in the CJR model could create confusion and
competing incentives for hospitals already participating in voluntary initiatives. We note that

simultaneous testing of multiple bundled payment models is appropriate in many situations,
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depending on the care targeted under each model. Section I11.C.7. of this final rule lays out our
policies for accounting for overlap between models and contains discussion of the potential
synergies and improved care coordination we expect will ensue through allowing for hospitals
and beneficiaries to be engaged in more than one initiative simultaneously.

We appreciate that not all hospitals will have contractual arrangements with providers
and suppliers furnishing services to beneficiaries during LEJR episodes. However, this final rule
lays out the various financial arrangements that will be permitted under the CJR model, to allow
hospitals the opportunity to engage with other providers and suppliers and to form clinical and
financial partnerships. Section 111.C.10. of this final rule details the requirements for these
financial arrangements. Although hospitals will not be required to form financial relationships
with other providers and suppliers, we expect many will do so in order to help align the clinical
and financial incentives of key providers and suppliers caring for CJR model beneficiaries.

Finally, we do not see how participation in the CJR model, in and of itself, would lead to
beneficiary harm and that if beneficiary harm were to occur, that CMS would be responsible.
First, and most importantly, we note that under the model, providers and suppliers are still
required to provide all medically necessary services, and beneficiaries are entitled to all benefits
that they would receive in the absence of the model. Second, we note that we have employed
many payment systems, such as IPPS, and payment models, such as BPCI and ACOs, that
include similar economic incentives to promote efficiency, and we have not determined that
beneficiaries have been harmed by those systems and models. Third, we note that CMS has
numerous tools and monitoring plans which are both specific to this model and common to all
FFS Medicare. These include audits, monitoring of utilization and outcomes within the model,

and the availability of Quality Improvement Organization (QI1Os) and 1-800-MEDICARE for
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reporting beneficiary concerns, among other protections. The CJR model includes monitoring to
ensure beneficiary access, choice, and quality of care is maintained under the model. We refer
readers to section I11.F. of this final rule for discussion of beneficiary protections and monitoring
under the CJR model. The model pricing structure, discussed in I11.C. of this final rule, also
includes features to protect against such potential harm, such as responsibility for post-episode
spending increases, stop-gain policies that set a maximum threshold a hospital can earn for
savings achieved during episodes, and other policies as detailed in that section. In summary, we
note that this payment model does not constrain the practice of medicine and we do not expect
clinical decisions to be made on the basis of the payment amount.

Comment: Several commenters stated that all states selected to participate in the
proposed HHVBP should be exempted from having to participate in the CJR model.
Commenters stated that forcing HHAs to participate in two mandatory models simultaneously is
harsh and punitive and would likely skew the results of both models in areas of overlap.

Response: Only participant hospitals under the CJR model are financially responsible to
CMS for the episode of care. HHAs will continue to be paid the FFS amount that they would
otherwise receive for beneficiaries included in the CJR model. Therefore, there is no reason to
exempt hospitals located in MSAs selected for participation in CJR that are also located in states
selected for participation in the HHVBP model.

Comment: Many commenters expressed concern with the interaction between BPCI and
the proposed joint replacement model due to instances where LEJR episodes excluded from CJR
due to BPCI would cause a low volume issue for certain hospitals. Other commenters stated that
the proposed CJR model penalizes providers that are voluntarily participating in the BPCI

initiative and suggested that CMS allow hospitals in selected MSAs to be allowed to choose
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between participation in BPCI and the joint replacement model.

Response: Because there are LEJR episodes currently being tested in BPCI Models 1, 2,
3 and 4, we noted in the proposed rule that we believed that participation in CJR should not be
required if it would disrupt testing of LEJR episodes already underway in BPCI models.
Therefore, we proposed that IPPS hospitals located in an area selected for the model that are
active Model 1 BPCI participant hospitals as of July 1, 2015, or episode initiators for LEJR
episodes in the risk-bearing phase of Model 2 or 4 of BPCI as of July 1, 2015, would be
excluded from participating in CJR during the time that their qualifying episodes are included in
one of the BPCI models. We clarify that we will utilize current information on BPCI
participation to determine whether a given hospital is included in CJR. For example, if a hospital
elected to participate in the LEJR episode under BPCI Model 2 in September 2015, that hospital
would not be included in CJR during the time that their qualifying episodes are included in
BPCI. Likewise, we proposed that if the participant hospital is not an episode initiator for LEJR
episodes under BPCI Model 2, then LEJR episodes initiated by other providers or suppliers
under BPCI Model 2 or 3 (where the surgery takes place at the participant hospital) would be
excluded from CJR. Otherwise qualifying LEJR episodes (that is, those that are not part of a
Model 3 BPCI LEJR episode or a Model 2 PGP-initiated LEJR episode) at the participant
hospital would be included in CJR. We are testing a model where participation is not voluntary;
therefore, it would not be appropriate for hospitals in selected MSAs to be allowed to choose
between participation in BPCI and the joint replacement model. If hospitals were allowed to
voluntarily participate in the CJR model, this would introduce selection bias and hamper CMS'
ability to analyze how such a payment model potentially would work on a national scale. In

addition, a hospital interested in participating in a voluntary model had the opportunity under
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BPCI. In response to concerns regarding the interaction between BPCI and CJR and potential for
too few LEJR episodes at a given hospital to remain under the CJR model, low volume concerns
are discussed and addressed in section 111.A.4.b of this final rule.

Comment: Some commenters requested CMS to allow hospitals participating in ACOs
that achieved shared savings in recent performance periods, Shared Savings Program ACOs
(Track 2 and Track 3), and full-risk ACOs (such as Next Generation ACO), to opt-out of
participation in the CJR model.

Response: As we previously noted and in the proposed rule, many hospitals have
recently heightened their focus on aligning their efforts with those of community providers to
provide an improved continuum of care due to the incentives under other CMS models and
programs. Therefore, hospitals that are already involved in ACO initiatives and the HRRP have
already established a base for augmenting these efforts under the CJR model (80 FR 41205).
Therefore, we see no compelling reason why hospitals participating in ACO initiatives and other
efforts cannot be participant hospitals in the CIJR model. However, adjustments to account for
overlaps with other innovation center models and CMS programs are discussed in section 111.C.7.
of this final rule.

Comment: A commenter stated that a CMS Certification Number (CCN) can include
multiple hospitals. The commenter inquired, if at least one hospital under the CCN is in a
selected MSA, would the entire CCN be required to participate in the CJR model. The
commenter also requested if some of the hospitals in the CCN are not eligible for the CJR
program, would they be required to participate because they are under the same CCN.

Response: The proposed approach indicated that CMS would base selection on the

physical location of the hospital. The manner in which CMS tracks and identifies hospitals is
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through the CCN. In keeping with this approach, the CJR model will administer model-related
activities at the CCN level including the determination of physical location. The physical
location associated with the CCN at the time of the model start will be used to determine whether
that CCN is located in a selected MSA. For hospitals that share a CCN across various locations,
all hospitals under that CCN would be required to participate in the CJR model if the physical
address associated with the CCN is in the MSA, unless otherwise excluded. Similarly, all
hospitals under the same CCN, even if some are physically located in the MSA selected for
participation, would not participate in in the CIJR model if the physical address associated with
the CCN is not in the MSA. Our analysis of the hospitals in the selected MSAs indicates that
this phenomenon is not present in the selected areas.

Final Decision: After consideration of the public comments we received, we are
finalizing the proposal to designate IPPS hospitals as the episode initiators. The initiation of an
episode is described in 8 510.100. We are also finalizing our proposal to require IPPS hospitals
physically located in an area selected for participation in the CJR model, according to the address
associated with the CCN, to participate in the model and bear the financial responsibility for
LEJR episodes of care under the CJR model. Finally, we are finalizing our proposal that
hospitals selected for the model that are active Model 1 BPCI participant hospitals as of
July 1, 2015, or episode initiators for LEJR episodes in the risk-bearing phase of Model 2 or 4 of
BPCI as of October 1, 2015, are excluded from participating in CJR during the time that their
qualifying episodes are included in one of the BPCI models. However, LEJR episodes initiated
by other providers or suppliers under BPCI Model 2 or 3 (where the surgery takes place at the
participant hospital) are excluded from CJR. Otherwise qualifying LEJR episodes (that is, those

that are not part of a Model 3 BPCI LEJR episode or a Model 2 physician group
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practice-initiated LEJR episode) at the participant hospital are included in CJR. The definition
of a "participant hospital” and "CJR-regional hospital™ will be codified in § 510.2, exclusions to
episodes being tested due to BPCI overlap will be codified in 8 510.100(b). The following chart

illustrates the inclusion of episodes in CJR relative to BPCI.

IPPS Hospital in
selected MSA

Hospital is an LEJR

Hopsital is NOT an LEJR
Episode Initiator in BPCI

Episode Initiator in BPCI
Model 2 or 4 or
Participant in BPCI 1

There are no CJR qualifying
episode during the time the
hospital is active in the BPCI

Episodes Attributable to a
Model 3 initiator or a Model
2 PGP initiator;

Qualifying Episodes, not
attributable to BPCI;

LEJR episode;

Episodes are not in CIR Emsadizs e o EF

No CJR episodes in the
hospital

4. Geographic Unit of Selection and Exclusion of Selected Hospitals

In determining which hospitals to include in the CJR model, we considered whether the
model should be limited to hospitals where a high volume of LEJRs are performed, which would
result in a more narrow test on the effects of an episode-based payment, or whether to include all
hospitals in particular geographic areas, which would result in testing the effects of an
episode-based payment approach more broadly across an accountable care community seeking to
coordinate care longitudinally across settings. Selecting certain hospitals where a high volume
of LEJRs are performed may allow for fewer hospitals to be selected as model participants, but
still result in a sufficient number of CJR episodes to evaluate the success of the model.

However, there would be more potential for behavioral changes that could include patient
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shifting and steering between hospitals in a given geographic area that could impact the test.
Additionally, this approach would provide less information on testing episode payments for
LEJR procedures across a wide variety of hospitals with different characteristics. Selecting
geographic areas and including all IPPS hospitals in those areas not otherwise excluded due to
BPCI overlap as previously described and in section I11.C.7. of the proposed rule as model
participants would help to minimize the risk of participant hospitals shifting higher cost cases out
of the CJR model. Moreover, in selecting geographic areas we could choose certain
characteristics, stratify geographic areas according to these characteristics, and randomly select
geographic areas from within each stratum. Such a stratified random sampling method based on
geographic area would allow us to observe the experiences of hospitals with various
characteristics, such as variations in size, profit status, and episode utilization patterns, and
examine whether these characteristics impact the effect of the model on patient outcomes and
Medicare expenditures within episodes of care. Stratification would also substantially reduce the
extent to which the selected hospitals will differ from non-selected hospitals on the
characteristics used for stratification, which would improve the statistical power of the
subsequent model evaluation, improving our ability to reach conclusions about the model's
effects on episode costs and the quality of patient care. Therefore, given the authority in

section 1115A(a)(5) of the Act, which allows the Secretary to elect to limit testing of a model to
certain geographic areas, we proposed to use a stratified random sampling method to select
geographic areas and require all hospitals paid under the IPPS in those areas to participate in the
CJR model and be financially responsible for the cost of the episode, with certain exceptions as
previously discussed and in sections 111.B.3 and 111.C.7. of the proposed rule.

a. Overview and Options for Geographic Area Selection
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In determining the geographic unit for the geographic area selection for this model, we
considered using a stratified random sampling methodology to select-- (1) certain counties based
on their Core-Based Statistical Area (CBSA) status, (2) certain zip codes based on their Hospital
Referral Regions (HRR) status; or (3) certain states. We address each geographic unit in turn.

We considered selecting certain counties based on their CBSA status. A CBSA is a core
area containing a substantial population nucleus, together with adjacent communities having a
high degree of economic and social integration within that core. Counties are designated as part
of a CBSA when the county or counties or equivalent entities are associated with at least one
core (urbanized area or urban cluster) of at least 10,000 in population, plus adjacent counties
having a high degree of social and economic integration with the core as measured through
commuting ties with the counties associated with the core. There are 929 CBSAs currently used
for geographic wage adjustment purposes across Medicare payment systems.* The 929 CBSAs
include 388 MSAs, which have an urban core population of at least 50,000, and the 541
Micropolitan Statistical Areas (LSA), which have an urban core population of at least 10,000 but
less than 50,000. CBSAs may be further combined into a Combined Statistical Area (CSA)
which consists of two or more adjacent CBSAs (MSAs or uSAs or both) with substantial
employment interchange. Counties not classified as a CBSA are typically categorized and
examined at a state level.

The choice of a geographical unit based on CBSA status could mean selection of a

CBSA, an MSA, or a CSA. We proposed basing the selection on an MSA, which we will

4 As stated in the FY 2014 IPPS/LTCH PPS proposed rule (78 FR 27552) and final rule (78 FR 50586), on
February 28, 2013, OMB issued OMB Bulletin No.13-01, which established revised delineations for MSAs, uSA s,
and CSAs, and provided guidance on the use of the delineations of these statistical areas. A copy of this bulletin
may be obtained at http://www.whitehouse.gov/sites/default/files/omb/bulletins/2013/b-13-01.pdf.
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discuss later in this section.

We proposed that counties not in an MSA would not be subject to the selection process.
These counties not subject to selection would include the uSA counties and the counties without
a core urban area of at least 10,000. These areas are largely rural areas and have a limited
number of qualifying LEJR cases. Relatively few of these areas would be able to qualify for
inclusion based on the minimum number of LEJR episodes in year requirement discussed later in
this section.

We considered, but ultimately decided against, using CSA designation instead of MSAs
as a potential unit of selection. Under this scenario, we would look at how OMB classifies
counties. We would first assess whether a county has been identified as belonging to a CSA, a
unit which consists of adjacent MSAs or uSAs or both. If the county was not in a CSA, we
would determine if it was in an MSA that is not part of a larger CSA. Counties not associated
with a CSA or an MSA would be unclassified and excluded from selection. These unclassified
areas would include the counties in a state that were either not a CBSA (no core area of at least
10,000) or associated with a uSA (core area of between 10,000 and 50,000) but unaffiliated with
a CSA.

Whether to select on the basis of CSA/MSAs or just on MSAs was influenced by a
number of factors. We considered the following factors:

e CSAs, by definition, have a significantly lower degree of interchange between
component parts than the interchange experienced within an MSA. Thus, we did not believe that
using CSAs would be necessary in order to capture referral patterns. A case study examination
of the geographic areas included in CSAs with respect to the health care markets of those areas

and their respective parts helped to validate our conclusion.
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e We assessed the anticipated degree to which LEJR patients would be willing to travel
for their initial hospitalization.

e \We assessed the extent to which surgeons are expected to have admitting privileges in
multiple hospitals located in different MSAs.

e \We considered the degree to which we desire to include hospitals within uSAs that are
part of a larger CSA.

After examining these factors, we concluded that that the anticipated risk for patient
shifting and steering between MSAs within a CSA was not severe enough to warrant selecting
CSAs given CMS' preference for smaller geographic units. However, because MSAs are units
with significant levels of social and commercial exchange and due to the mobility of patients and
providers within MSAs, we believed that selecting complete MSAs is preferable to selecting
metropolitan divisions of MSAs for inclusion in the CJR model. We use the metropolitan
divisions to set wage indices for its prospective payment systems (PPSs). Of the 388 MSAs,
there are 11 MSAs that contain multiple metropolitan divisions. For example, the
Boston-Cambridge-Newton, MA-NH MSA is divided into the following metropolitan divisions:

e Boston, MA.

e Cambridge-Newton-Framingham, MA.

e Rockingham County-Strafford County, NH.

The Seattle-Tacoma-Bellevue, WA MSA is divided into the following metropolitan divisions:

e Scattle-Bellevue-Everett, WA.

e Tacoma-Lakewood, WA.

We proposed selecting entire MSAs rather than sub-divisions within an MSA.

We next considered selecting HRRs. HRRs represent regional health care markets for
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tertiary medical care. There are 306 HRRs with at least one city where both major
cardiovascular surgical procedures and neurosurgery are performed. HRRs are defined by
determining where the majority of patients were referred for major cardiovascular surgical
procedures and for neurosurgery.> Compared to MSAs, HRRs are classified based on where the
majority of beneficiaries within a zip code receive their hospital services for selected tertiary
types of care. The resulting HRRs represent the degree to which people travel for tertiary care
that generally requires the services of a major referral center and not the size of the referral
network for more routine services, such as knee and hip arthroplasty procedures. In addition,
because HRRs are defined based on referrals for cardiovascular surgical procedures and
neurosurgery, they may not reflect referrals for orthopedic procedures. Therefore, we believed
that MSAs as a geographic unit are preferable over HRRs for this model.

We also considered selecting states for the CJR model. However, we concluded that
MSAs as a geographic unit are preferable over states for the CJR model. As stated in section
I11.A.4.b. of the proposed rule, we anticipate that hospitals that would otherwise be required to
participate in the CJR model would be excluded from the model because their relevant LEJR
episodes are already being tested in BPCI. If we were to select states as the geographic unit,
there is a potential that an entire state would need to be excluded because a large proportion of
hospitals in that state are episode initiators of LEJR episodes in BPCI. In contrast, if we
excluded a specific MSA due to BPCI participation, as discussed in the next section, we could
still select another MSA within that same state. Likewise, if we chose states as the geographic
unit, we would automatically include hospitals in all rural areas within the state selected. If

MSAs are selected for the geographic unit, we anticipate that fewer small rural hospitals would

5 The Dartmouth Atlas of Healthcare, http://www.dartmouthatlas.org/data/region/. Accessed on April 9, 2015.
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be included in the model. Using a unit of selection smaller than a state would allow for a more
deliberate choice about the extent of inclusion of rural or small population areas. Selecting states
rather than MSAs would also greatly reduce the number of independent geographic areas subject
to selection under the model, which would decrease the statistical power of the model evaluation.
Finally, MSAs straddle state lines where providers and Medicare beneficiaries can easily cross
these boundaries for health care. Choosing states as the geographic unit would potentially divide
a hospital market and set up a greater potential for patient shifting and steering to different
hospitals under the model. The decision that the MSA-level analysis was more analytically
appropriate was based on the specifics of this model and is not meant to imply that other levels
of selection would not be appropriate in a different model such as the proposed HHVBP model.
For the reasons previously discussed, we proposed to require all IPPS hospitals to
participate in the CJR model (with limited exceptions as previously discussed in section I11.A.2.
of the proposed rule) if located in an MSA selected through a stratified random sampling
methodology (outlined in section 111.A.3.b. of the proposed rule) to test and evaluate the effects
of an episode-based payment approach for an LEJR episodes. We proposed to determine that a
hospital is located in an area selected if the hospital is physically located within the boundary of
any of the counties in that MSA where the counties are determined by the definition of the MSA
as of the date the selection is made. In response to comments, we are clarifying that we will
determine physical location using the address associated with the CCN of the hospital. Although
MSAs are revised periodically, with additional counties added or removed from certain MSAs,
we proposed to maintain the same cohort of selected hospitals throughout the 5 performance
years of the model with limited exceptions as described later in this section. Thus, we proposed

that, if after the start of the model, new counties are added to one of the selected MSAS or
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counties are removed from one of the selected MSAs, those re-assigned counties would retain
the same CJR status they had at the beginning of the initiative. We believed that this approach
will best maintain the consistency of the participants in the model, which is crucial for our ability
to evaluate the results of the model. We retain the possibility of adding a hospital that is opened
or incorporated within one of the selected counties after the selection is made and during the
period of performance. (See section I11.C.4. of the proposed rule for discussion of how target
prices will be determined for such hospitals.) Hospitals in selected counties that do not have any
LEJR cases that qualify for CJR, due to their participation in the BPCI initiative as a hospital
initiator in an LEJR episode, will become subject to CJR at the time their participation in BPCI
ends and their episodes become eligible for CJR. Although we considered including hospitals in
a given MSA based on whether the hospitals were classified into the MSA for IPPS wage index
purposes, this process would be more complicated, and we could not find any compelling
reasons favoring this approach. For example, we assign hospitals to metro divisions of MSAs
when those divisions exist. See our previous discussion of this issue. In addition, there is the
IPPS process of geographic reclassification by which a hospital's wage index value or
standardized payment amount is based on a county other than the one where the hospital is
located. For the purpose of this model, it is simpler and more straightforward to use the
hospital's physical location as the basis of assignment to a geographic unit. This decision would
have no impact on a hospital's payment under the IPPS. We sought comment on our proposal to
include participant hospitals for the CJR model based on the physical location of the hospital in
one of the counties included in a selected MSA.

The following is a summary of the comments received and our responses.

Comment: Commenters generally supported MSAs as the unit of geographic selection.
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However, several had concerns regarding the particular circumstances of their MSAs. Some
commenters stated that MSAs were too large and preferred the use of metropolitan regions for
large urban areas such as New York City, while others expressed concern with the inclusion of
rural portions of the MSA counties. Commenters addressing the rural providers within the
selected MSAs questioned whether the inclusion of rural hospitals in the model was deliberate or
whether CMS believed hospitals in rural areas should not be included in the CJR model. Other
commenters expressed concern that MSAs were a smaller than ideal unit of selection and that
selecting MSAs for the model would encourage practices such as funneling patients to hospitals
outside a selected MSA for surgery in order to avoid inclusion in the model. Conversely, a
commenter asserted that participation in the model would result in a competitive advantage for
hospitals in a selected MSA through the use of gainsharing to recruit physicians to move
referrals into a selected market. Some commenters were also concerned about patient shifting in
or out of a selected MSA in areas where the MSA was part of a larger CSA, such as in the
Atlanta CSA in which some, but not all, component MSAs were selected for participation in the
CJR model.

Response: We first address the issue of the inclusion of the entirety of an MSA as the
unit of selection rather than just the core urban area. This was a deliberate choice reflecting the
fact that we seek to examine the performance of hospitals under CJR that could be considered
rural, low volume, or outside the urban core. Inclusion of such hospitals in the model will give us
insight on how the model functions in these areas and increase the potential generalizability of
the model. The proposed rule proposed additional protections to selected classes of hospitals
such as SCHs, Medicare-Dependent Hospitals (MDHSs), and RCHs because we wanted to further

protect these federally-recognized categories of vulnerable hospitals while including them in the



CMS-5516-F 70

model.

We chose MSAs as the unit of selection to balance the following considerations: the
scope for shifting patients in or out of selected areas, our ability to observe the impact of the
model in a variety of circumstances, and our preference to not use a geographic unit larger than
strictly necessary to evaluate the model. We acknowledge that there are inevitably tradeoffs
among these criteria. With respect to the choice of CSA versus MSA, a far greater number of
commenters were concerned with the inclusion of rural providers than were concerned with their
or their competitor's markets crossing the borders of MSAs within a CSA. By definition, CSAs
have a lesser degree of the employment interchange than an MSA and basing the geographic unit
of selection on a CSA would entail the possibility of selecting uSAs within CSAs. On balance,
we believe it is appropriate to limit the extent of rural participation in CJR by confining it to rural
areas within MSAs. We are sympathetic to concerns related to the experience of hospitals that
are located near the borders between MSAs, but believed that those concerns did not outweigh
these other considerations. In contrast, the density of populations and providers at the borders of
these markets was one of the reasons that we decided to not proceed with allowing selection to
be done based on metropolitan divisions for those 11 MSAs that were so sub-divided.
Metropolitan divisions are very likely to have hospitals whose referral markets straddle divisions
and their use as a unit would have had been problematic. After weighing the comments we
continue to believe that MSAs are the most appropriate compromise position for the choice of
geographic unit of selection.

Finally, we note that separate commenters stated that a hospital in a CJR selected county
could be either at both a competitive advantage (for example, by providing an opportunity to

attract physicians through gainsharing), or a competitive disadvantage (for example, by causing
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physicians to shift patients to nearby hospitals). We believe that both phenomena may occur and
that the ability of a hospital to use the opportunities presented to it under the CJR model to
strengthen its relationship with other providers and potentially achieve savings will vary by the
hospital's specific circumstances and capabilities. We do not see a strong argument for why
these types of effects necessitate a change to the geographic unit used for this model.

Comment: Some commenters contended that the CJR model has inadequate participation
by small and rural providers due to the elimination of non-CBSA and pSAs from the possibility
of selection for this model. The commenters wrote that CMS should include more rural
providers in order to foster a model that is not overly tailored to large providers and urban areas.
A commenter stated that inclusion in the model would result in rural providers being more
prepared to adapt to future payment and delivery reforms. Another stated that it was important
to include more small volume hospitals, and urged CMS to reconsider the implications of this
exclusion and to broaden the definition of geographic areas.

Response: We appreciate commenters' input on how to incorporate rural providers in the
CJR model and acknowledge commenters' concerns related to the ability of small and rural
providers to effectively participate and succeed in the model. Our proposed approach to
including low-volume and non-urban providers within the selected MSAs but removing from the
possibility of selection counties that are not in an MSA or in an MSA with less than 400
qualifying LEJR cases is an appropriate strategy that allows for inclusion of rural providers in
the model, while not oversampling such providers.

Comments related to requests for exclusion of particular hospitals are addressed in the
next section, MSA Selection Methodology. Financial protections for hospitals are addressed

later in section 11.C.8. of this final rule.
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Final Decision: After consideration of the public comments we received, we are
finalizing the proposal, without modification, to utilize MSAs as the unit of selection for the
model.

b. MSA Selection Methodology

We proposed to select the MSAs to include in the CIJR model by stratifying all of the
MSAs nationwide according to certain characteristics.

(1) Exclusion of Certain MSAs

Prior to assigning an MSA to a selection stratum, we examined whether the MSA met
specific proposed exclusion criteria. MSAs were evaluated sequentially using the following 4
exclusion criteria: First, MSAs in which fewer than 400 LEJR episodes (determined as discussed
in section 111.B.2. of this final rule) occurred from July 1, 2013 through June 30, 2014 were
removed from possible selection. The use of the 400 LEJR cases in a year was based on a simple
one-sided power calculation to assess the number of episodes that would be needed to detect a
5 percent reduction in episode expenditures. Cases in hospitals paid under either the critical
access hospital (CAH) methodology or the Maryland All-Payer Model are not included in the
count of eligible episodes. This criterion removed 156 MSAs from possible selection.

Second, MSAs were removed from possible selection if there were fewer than 400
non-BPCI LEJR episodes in the MSA in the reference year. For the purposes of this exclusion,
the number of BPCI episodes was estimated as the number of potentially eligible cases during
the reference year that occurred in acute care hospitals participating in BPCI Model 1, or in
phase 2 of BPCI Models 2 or 4 as of July 1, 2015 and the number of LEJRs in the reference year
associated with these hospitals was examined. This criterion removed an additional 24 MSAs

from potential selection.
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Third, MSAs were also excluded from possible selection if the MSA was dominated by
BPCI Models 1, 2, 3, or 4 episodes to such a degree that it would impair the ability of
participants in either the CJR model or the BPCI models to succeed in the objectives of the
initiative or impair the ability to set accurate and fair prices. We anticipate that some degree of
overlap in the two models will be mutually helpful for both models. There are two steps to this
exclusion. First, we looked at the number of LEJR episodes at BPCI Model 1, 2 or 4 initiating
hospitals and second, the number of LEJR episodes among BPCI Model 3 SNF and Home
Health Agency (HHA) episode initiators. First, we excluded MSAs if more than 50 percent of
otherwise qualifying proposed CJR episodes were in Phase 2 of BPCI Model 2 or 4 with hospital
initiators. Second, we excluded MSAs if either SNF or HHA BPCI Model 3 initiating providers
accounted for more than 50 percent of LEJR referrals to that provider type. As a result of this
third criterion, 4 additional MSAs were removed from possible selection. No MSAs were
excluded based on SNF or HHA participation in Model 3.

Finally, MSAs were removed if, after applying the previous three criteria they remained
eligible for selection, but more than 50 percent of estimated eligible episodes during the
reference year were not paid under the IPPS system. The purpose of this rule was to assess the
appropriateness of MSAs that contained both Maryland and non-Maryland counties. No MSAs
were eliminated on the basis of this rule. Please refer to the appendix for this final rule for the
status of each MSA based on these exclusion criteria, available at

http://innovation.cms.gov/initiatives/cjr/. After applying these four exclusions, 196 MSAs

remained to be stratified for purposes of our proposed selection methodology.
The following is a summary of the comments received and our responses.

Comment: Many commenters requested that we exclude additional MSAs from the
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selection process. Commenters supported our exclusion of MSAs with less than a minimum
number of eligible LEJR episodes and a high rate of BPCI LEJR penetration, but were concerned
that the list of BPCI participating providers used in making the exclusion determination did not
reflect providers entering BPCI as of October 1, 2015. Such commenters recommended that
CMS recalculate BPCI participation in LEJR episodes in each MSA based on both hospital- and
physician-led participants and adjust the MSA selection accordingly. Commenters also
suggested adding additional selection criteria based on the overall percent of LEJR episodes
associated with a BPCI episode, the percent of LEJR episodes associated with a PGP initiated
BPCI episode, and the percent of LEJR episodes associated with an ACO.

Response: In response to the comments, we re-examined the exclusion rules based on an
updated list of providers participating in the BPCI initiative for LEJR episodes. We also
examined the potential impact on selection of MSAs that incorporating an updated list of BPCI
participants would have. For the purposes of the re-examination of exclusion rule 2, which
eliminates MSAs with less than 400 CJR eligible, non-BPCI episodes, we estimated the BPCI
LEJR episode count as the number of potentially eligible cases during the reference year that (1)
occurred in an acute care hospital participating in BPCI Model 1 that would still be active as of
April 1, 2016; (2) occurred in an acute care hospital in a Phase 2 LEJR episode for BPCI Models
2 or 4 as of October 1, 2015; or (3) were associated with an operating or admitting physician on
the hospital claim assigned to a PGP with an LEJR episode in Phase 2 of BPCI Model 2 as of
October 1, 2015. October 1, 2015 is the final quarter for which participants in Phase 1 of BPCI
could transition any episode into Phase 2. This represents a change to the exclusion rule
articulated in the proposed rule, in that it updates the list of BPCI participants and also takes into

account episodes associated with Model 2 PGP episode initiators. As we did for exclusion rule
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2, we used the October 2015 list of BPCI participants to reassess exclusion rule 3. Rule 3
removes an MSA if more than 50 percent of patients were treated in a BPCI initiating hospital or
if more than 50 percent of LEJR patients treated in a PAC setting of that type were treated in a
BPCl initiating HHA or SNF.

After we made the previously stated changes, some MSAs previously eligible for
selection would now be considered excluded. Additionally, two of the MSAs previously
excluded would now be eligible for selection due to hospitals withdrawing from BPCI and the
MSAs now having more than 400 eligible cases. Eight MSAs that were selected in the proposed
rule would be classified as excluded on the basis of these updated exclusion rules.

We considered a variety of alternative approaches to address the changes in the eligibility
of MSAs. First, we considered proceeding with the list of 75 MSAs as initially selected and
using the exclusion rules as initially proposed. Second, we considered removing the 8 selected
MSAs that would now be excluded on the basis of the updated BPCI participation numbers.
Third, we considered replacing the 8 MSAs by randomly selecting new MSAs from the
remaining MSAs in the relevant strata. However, we believed that it would preferable, although
not required, to give the selected MSAs a consistent period of time between selection and the
start of the model. Fourth, we contemplated creating a revised list of eligible MSAs and
randomly selecting a new group of 75 MSAs. Given the concern of many commenters about the
start date of the model, we were reluctant to create a completely new list of selected MSAs. We
believe that making a new selection would be regarded unfavorably by impacted MSAs and
hospitals and should be avoided if possible. In order to be responsive to concerns regarding the
growth of BPCI after the publication of the proposed rule and the increase in PGP participation

in BPCI, we are proceeding with the second option.
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The function of the stratification approach was to ensure that our selection of MSAs
covered a range of efficiency levels and population sizes and allowed us to target our sampling
percentages so as to oversample in the less efficient areas. Regarding the selected MSAs now
eliminated, they are distributed fairly evenly throughout the distribution of average episode
payments. From the least expensive to the most expensive quartiles, the number selected and
now eliminated are, in order, 2/15 (13 percent), 2/19 (11 percent), 3/30 (15 percent), and 1/22
(5 percent). We also believe that the removal of these 8 MSAs from the model will not preclude
us from undertaking a rigorous statistical evaluation of the model.

Given the aforementioned information, we believe that the relatively minor reduction in
statistical power due to not re-selecting MSAs is outweighed by the desire to give affected

participant hospitals equal time to prepare for the model. We are removing the 8 MSAs as noted

in Table 1.
TABLE 1: MSAs THAT WERE PREVIOUSLY SELECTED THAT ARE
NO LONGER INCLUDED IN CJR.
Revised
Revised Exclusion | Exclusion Rule 3

CBSA TITLE Rule 2 Status Status
Colorado Springs, CO Fail Pass
Evansville, IN-KY Fail Pass
Fort Collins, CO Fail Pass
Las Vegas-Henderson-Paradise, NV Fail Fail
Medford, OR Fail Pass
Richmond, VA Fail Pass
Rockford, IL Fail Pass
Virginia Beach-Norfolk-Newport News, VA-NC Pass Fail

We next contemplated whether to apply additional MSA-level exclusion rules. We
investigated a potential new rule whereby an MSA would be excluded based on the percent of

the MSA's qualifying LEJR episodes associated with Phase 2 Model 2 PGP initiators. We did
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not believe that there was as strong of an argument for excluding MSAs on the basis of the
percent of patients treated by a BPCI physician given that the hospital is the financially
accountable entity in CJR. We examined two possible cut off points (> 65 percent and >

50 percent) to assess which MSAs would be eliminated if we were to exclude MSAs where a
specific percent of an MSA's otherwise qualifying LEJR cases was attributable to a BPCI PGP.
At 65 percent, no selected MSAs not otherwise excluded were impacted. 8 MSAs that were
previously selected had more than 50 percent of their LEJRs performed by BPCI PGPs. Five of
these 8 MSAs are already eliminated due to the revised exclusion rule 2. For markets with more
than 400 non-BPCI cases but more than 50 percent BPCI PGP penetration, the number of the
CJR eligible patients was between 556 and 1834 indicating that there was a sizable number of
cases. Consequently, we did not find this new exclusion rule necessary.

Comment: Commenters requested modifications to the proposed exclusions of specific
categories of hospitals within an MSA. While commenters stated a variety of concerns, many of
them were related to the request that CMS exclude low volume hospitals from the model.
Commenters made requests around specific categories of hospitals including Medicare
Dependent Hospitals (MDHSs), Sole Community Hospitals (SCHs), Rural Referral Centers
(RRCs), hospitals that are reclassified as rural, hospitals perceived of as rural or outside of a core
urban area, and larger hospitals with a low potential CJR LEJR volume due to the exclusion of
their patients because their LEJR episodes were initiated by a PGP BPCI LEJR episode initiator.

Commenters provided a variety of rationales for why they believed it was undesirable or
unfair to include low volume providers in the model. These reasons include, but are not limited
to, observations that -

e Low-volume providers are less likely to be proficient at taking care of these patients in
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an efficient cost-effective manner and they will be less likely to achieve savings;

e Low-volume hospitals will be disproportionately impacted by outlier cases and will
have less predictable cost and quality outcomes making it difficult for them to manage the model
effectively. In addition, low volume providers are likely to see a greater proportion of hip
fractures and non-planned procedures;

e Low-volume hospitals will have less control over and ability to impact the behavior of
other providers. The pool of collaborating providers such as orthopedic surgeons in most rural
communities may be limited and small hospitals may not have the market position to
successfully influence others' behavior;

e Hospitals with a limited number of Medicare hip and knee procedures may not have
sufficient incentive to invest the time and resources necessary to develop the infrastructure and
partnerships required to effectively manage these episodes of care and may not find the
opportunity to improve patient outcomes significant enough to engage referring physicians and
PAC partners for redesign;

e [ow volume providers may be more financially vulnerable and with fewer resources to
design and carry out initiatives or make effective responses to the financial incentives in the
model. A commenter noted concerns with hospital margins, and the possibility for the
reductions in revenue as a result of the loss of volume or loss of margin under CJR could result
in additional hospital closures.

Due to these concerns, commenters requested a variety of solutions including 1) the
exclusion of hospitals based on a volume cut off variously defined by volume of eligible LEJR
cases, LEJR cases within specific MS-DRGs and total hospital volume, 2) making the model

voluntary for low volume providers, 3) extending the protections afforded to SCH, MDH and



CMS-5516-F 79

RRC to additional categories of hospitals including hospitals electing to be treated as rural under
8 412.103, and 4) the provision of additional protections or payment adjustments beyond what
was included in the proposed rule.

Response: We acknowledge the fact that hospitals, particularly low volume hospitals, are
concerned and would like to increase their probability of receiving reconciliation payments under
CJR while minimizing the possibility of reduction in revenue. We refer readers to the following
sections of this final rule: section 111.C.8. for a discussion of hospital financial protections,
I11.C.4. for a discussion of how we will determine target prices for hospitals with low volume,
and section I11.C.4. for a discussion of target prices for hip fracture patients. We believe that the
modification of the treatment of hip fractures in the payment methodology should allay many
concerns of small and rural providers. This change may disproportionately impact them since
emergency surgeries, such as hip fractures, have a higher probability of being performed in low
volume settings.

As stated in relation to comments requesting that CJR operate as a voluntary model, the
inclusion of low volume hospitals in the CIJR model is consistent with the goal of evaluating the
impact of bundled payment and care redesign across a broad spectrum of hospitals with varying
levels of infrastructure, care redesign experience, market position, and other considerations and
circumstances. The design of the CJR model and the inclusion of low volume providers within
the model reflects our interest in testing and evaluating the impact of a bundled payment
approach for LEJR procedures in a variety of circumstances, especially among those hospitals
that may not otherwise participate in such a test. The inclusion of these providers allows CMS to
better appreciate and understand how the model operates as a general payment approach and its

impact on a wide range of hospitals. Many LEJR surgeries are performed in low volume



CMS-5516-F 80

settings, thus, the impact of the CJR model on low volume hospitals is of great interest to the
evaluation of this initiative.

We acknowledge that providers with low volumes of cases may not find it in their
financial interests to make systematic care redesigns or engage in an active way with the CJR
model. We expect that low volume providers may decide that their resources are better targeted
to other efforts because they do not find the financial incentive present in the CJR sufficiently
strong to cause them to shift their practice patterns. We acknowledge that low volume hospitals
may achieve less savings because they did not or could not make the necessary changes to the
treatment of their qualifying beneficiary population. We believe this choice is similar in nature
to that made as hospitals decide their overall business strategies and where to focus their
attentions.

Comment: Many commenters requested that CMS exclude hospitals where more than
50 percent of the eligible LEJRs performed at a hospital would be attributed to a PGP initiated
BPCI episode and would thus not be in CJR. The majority of these commenters were concerned
about low volumes of patients, which is addressed in the previous comment and response. Some
were concerned about the operational complexity of identifying, tracking, and managing patients
treated in CJR versus BPCI.

Response: We will not exclude IPPS hospitals in selected MSAs other than as already
specified or allow IPPS hospitals to opt out of participation in CJR. As previously noted in the
discussion on low volume hospitals, we consider the inclusion of low volume providers a core
feature of the model that will aid us in understanding the impact of a variety of providers in
various circumstances. Similarly, we do not believe it is necessary or appropriate to exclude

hospitals on the basis of some of the surgeons in their hospitals being associated with a BPCI
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PGP. Like with more traditional low volume providers, the extent to which a hospital alters its
behavior in response to the CJR model will likely be the result of a variety of factors including
but not limited to the anticipated number of cases. It should be noted that the revised exclusion
rule that resulted in the elimination of 8 MSAs was based on failing to meet a minimum MSA
number of LEJRs and not based on either the number of LEJRs at a particular hospital or the
portion of PGPs at any level of analysis. If an IPPS hospital in a selected area has some of their
LEJR cases qualify as CJR episodes and some that do not due to BPCI participation, Medicare
Advantage status or any other reason, the fact that CJR cases are not their full caseload will not
be considered a reason for exclusion of the hospital.

With respect to challenges that hospitals may experience related to identifying eligible
patients and following them over the course of their episodes, we acknowledge that concern.
However, we consider the improved tracking and communication with other providers and
suppliers that is likely to occur as a result of hospital efforts in CJR to be a benefit of the model
that will improve the coordination of patient care and possibly improve patient outcomes.

Comment: Two commenters raised the issue of hospital systems spanning more than one
MSA. They requested that CMS either allow all of the hospitals in the system to be included in
CJR or allow all of the hospitals to be excluded. Commenters stated that the additional
administrative burden associated with two concurrent Medicare payment methodologies would
be unduly burdensome. Additionally, commenters stated that CMS should develop criteria under
which all providers in health systems with a significant number of BPCI participants would be
excluded from the CJR model due to operational challenges to managing the BPCI and CJR
models simultaneously within a health care system.

Response: With respect to the request that all members within a health system be
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allowed to have all of their hospitals participate in BPCI because operating under two systems is
too onerous, if a health system made the choice to enter some but not all of their locations into
BPCI, they have already made the business decision to operate partly under one incentive
structure and partly under another. We do not believe that the existence of CJR model as
proposed should change the timelines for transitioning to Phase 2 of BPCI. We will not exclude
hospitals from the model on the basis that some of the hospitals in its health system are
participating in BPCI or some of the hospitals in its health system have CCNs with addresses
located in a non-selected MSA.

The CJR model will require hospitals within selected geographic areas to participate
(unless otherwise excluded as set forth in this final rule). The inclusion of additional voluntarily
participating hospitals outside of these selected areas would constitute a major change to the
model that was not considered in the proposed rule. Providers who wished to participate in a
voluntary episode model had the opportunity under the BPCI initiative.

Final Decision: After consideration of the public comments we received, we are
modifying the MSA exclusion rules used in determining which MSAs are eligible for selection.
The following is a description of the MSA exclusion criteria used in this final rule:

In determining if an MSA was eligible for selection, we first examined whether the MSA
met any of the four exclusion criteria as formulated in the proposed rule. This process resulted
in a pool of 196 MSA from which we then selected 75 for inclusion in CJR via stratified random
selection.

In this final rule, we revised the exclusion rules as defined later in this section, with the
purpose of assessing whether any of the 75 selected MSAs would be considered not eligible for

selection based on applying the new criteria.
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Specifically, the second exclusion rule, which eliminates MSAs with fewer than 400
non-BPCI CJR eligible cases, is modified with the following additions (1) the determination of
the count of patients associated with a BPCI Phase 2 initiating hospital is based on the
participation in BPCI as of October 1, 2015 rather than July 1, 2015 and (2) the count of BPCI
episodes to be removed from the count of eligible episodes takes into consideration patients who
would have been attributed to a BPCI Model 2 initiating PGP in Phase 2 for an LEJR episode as
of October 1, 2015. The third exclusion rule, wherein MSAs were excluded based on the percent
of the MSA's LEJR population associated with either a BPCI hospital, SNF or HHA in an MSA,
was changed to be based on episodes associated with participation in BPCI as of October 1, 2015
rather than July 1 2015.

As a result of updating the list of BPCI participants to those entering the model in
October 2015 and including Phase 2 PGPs in the calculation of the number of cases in the MSA,
8 MSAs out of the 75 MSAs that were previously selected are now deemed not eligible for
selection and are consequently no longer required to participate in CJR. These previously
selected and now excluded MSAs are shown in Table 1. The remaining 67 MSAs selected in the
proposed rule will be required to participate in CJR.

(2) Selection Strata

Numerous variables were considered as potential strata for classifying MSAs included in
the model. However, our proposal was intended to give priority to transparency and
understandability of the strata. We proposed creating selection strata based on the following two
dimensions: MSA average wage-adjusted historic LEJR episode payments and MSA population
size.

() MSA Average Wage-adjusted Historic LEJR Episode Payments.
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We were interested in being able to classify and divide MSAs according to their typical
patterns of care associated with LEJR episodes. As a straightforward measure of LEJR patterns
of care, we selected the mean MSA episode payment, as defined in the proposed rule. MSAs
vary in their average episode payments. The average episode payments in an area may vary for a
variety of reasons including — (1) in response to the MS-DRG case mix and thus the presence of
complicating conditions; (2) readmission rates; (3) practice patterns associated with type of PAC
provider(s) treating beneficiaries; (4) variations of payments within those PAC providers, and (5)
the presence of any outlier payments.

The measure of both mean episode payments and median episode payments within the
MSA was considered. We proposed to stratify by mean because it would provide more
information on the variation in episode payments at the high end of the range of payments. We
are interested in the lower payment areas for the purpose of informing decisions about potential
future model expansion. However, the CIJR model is expected to have the greatest impact in
areas with higher average episode payments.

The average episode payments used in this analysis were calculated based on the
proposed episode definition for CJR using Medicare claims accessed through the Chronic
Conditions Warehouse for 3 years with admission dates from July 1, 2011 through June 30,
2014. Episode payments were wage-adjusted using the FY 2014 hospital wage index contained
in the FY 2014 IPPS Final Rule, downloaded at

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS/FY-2014-

IPPS-Final-Rule-Home-Page-ltems/FY-2014-1PPS-Final-Rule-CMS-1599-F-Data-Files.html.

The adjusted payment was calculated by dividing the unadjusted payment by a factor equal to the

sum of 0.3 plus the multiplicative product of 0.7 and the wage index value of the hospital where
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the LEJR was performed. We truncated the episode payment at the 99.9™ percentile of the
distribution ($135,000) to limit the impact of extreme outliers.
(b) MSA Population Size

The second dimension proposed for the CJR selection strata is the number of persons in
the MSA. In deciding how best to incorporate the dimensions of urban density and availability
of medical resources, a variety of measures were considered, including overall population in the
included counties, overall population in the core area of the MSA, population over the age of 65
in the MSA, the number of hospital beds and the number of Medicare FFS LEJR procedures in a
year. The reason we decided to include this dimension in the strata definition is that these factors
are believed to be associated with the availability of resources and variations in practice and
referral patterns by the size of the healthcare market. When examined, these alternative
measures were all very highly correlated with one another, which allowed the use of one of these
measures to be able to substitute for the others in the definition of the stratum. From these
alternative approaches, we choose to use MSA population. In operationalizing this measure,
MSAs were classified according to their 2010 census population.
(c) Analysis of Strata

The two proposed domains, MSA population and MSA historic LEJR episode spending,
were examined using a K-Means factor analysis. The purpose of this factor analysis was to
inform the process of which cut points most meaningfully classify MSAs. Factor analysis
attempts to identify and isolate the underlying factors that explain the data using a matrix of
associations. Factor analysis is an interdependence technique. Essentially, variables are entered
into the model and the factors (or clusters) are identified based on how the input variables

correlate to one another. The resulting clusters of MSAs produced by this methodology
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suggested natural cut points for average episode payments at $25,000 and $28,500. While not
intentional, these divisions correspond roughly to the 25™ and 75™ percentiles of the MSA
distribution. Cut points based on these percentiles seemed reasonable from statistical and face
validity perspectives in the sense that they created groups that included an adequate number of
MSAs and a meaningful range of costs.

As a result of this analysis, we classified MSAs according to their average LEJR episode
payment into four categories based the on the 25", 50" and 75" percentiles of the distribution of
the 196 potentially selectable MSAs as determined in the exclusion rules as applied in the
proposed rule (80 FR 41198). This approach ranks the MSAs relative to one another and creates
four equally sized groups of 49. The population distribution was divided at the median point for
the MSAs eligible for potential selection as determined and defined in the proposed rule. This
resulted in MSAs being divided into two equal groups of 98. The characteristics of the resulting

strata are shown in Table 2.



CMS-5516-F 87
TABLE 2: SUMMARY POPULATION AND EPISODE
PAYMENT STATISTICS BY MSA GROUP
Payment | Payment
Payment | in2nd in 3™ Payment
in lowest lowest lowest in highest Total
quarter quarter quarter guarter Eligible
MSAs deemed eligible in the
proposed rule (80 FR 41198)
with population less than
median
Number of Eligible MSAs 33 19 22 24 98
Average of Population 251,899 238,562 268,331 254,154 253,554
Minimum MSA Population 96,275 55,274 106,331 96,024 55,274
Maximum MSA Population 425,790 416,257 424,858 428,185 428,185
Average Episode Payments
$ $22,994 $25,723 $27,725 $30,444 $26,410
Minimum Episode
Payments $18,440 $24,898 $26,764 $29,091 $18,440
Maximum Episode
Payments $24,846 $26,505 $28,679 $32,544 $32,544
MSAs deemed eligible in the
proposed rule
(80 FR 41198)with
population more than
median
Number of Eligible MSAs 16 30 27 25 98
Average of Population 1,530,083 | 1,597,870 | 1,732,525 | 2,883,966 | 1,951,987
Minimum MSA Population 464,036 436,712 434,972 439,811 434,972
12,828,83 | 19,567,41 | 19,567,41
Maximum MSA Population | 4,335,391 | 5,286,728 7 0 0
Average Episode Payments
%) $23,192 $25,933 $27,694 $30,291 $27,082
Minimum Episode
Payments $16,504 $25,091 $26,880 $28,724 $16,504
Maximum Episode
Payments $24,819 $26,754 $28,659 $33,072 $33,072
Total Eligible MSAs 49 49 49 49

Note: Population and episode payment means are unweighted averages of the MSA values within each of the eight

MSA groups.

Please refer to the addenda for this final rule for information on the non-excluded MSAs,

their wage adjusted average LEJR episode spending, their population and their resultant group
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assignment at: http://innovation.cms.gov/initiatives/cjr/.

(3) Factors Considered but Not Used in Creating Proposed Strata

In addition to the two dimensions we proposed to use for the selection groups previously
discussed, a variety of possible alternative measures and dimensions were considered. Many of
these variables are considered to be important but it was believed that it was important to have a
fairly straightforward and easily understandable stratum definition. Simplicity, by definition,
required that only the most important variables would be used. If a market characteristic under
consideration was correlated with one of the chosen dimensions or it was believed that variations
in the characteristic could be adequately captured by random selection within the strata, is was
not prioritized for inclusion.

Some of the factors considered that we did not propose as dimensions are -

e Measures associated with variation in practice patterns associated with LEJR episodes.
In considering how to operationalize this measure, a number of alternatives were considered
including total PAC LEJR payments in an MSA, percent of LEJR episodes with a SNF claim in
an MSA, percent of LEJR episodes with an initial discharge to HHA, percent of LEJR episodes
with an Inpatient rehabilitation facility (IRF) claim, and percent of LEJR episodes with claims
for two or more types of PAC providers;

e Measures associated with relative market share of providers with respect to LEJR
episodes;

e Healthcare supply measures of providers and suppliers in the MSA including counts of
IRF beds, SNF beds, hospital beds, and number of orthopedic surgeons;

e MSA level demographic measures such as; average income, distributions of

population by age, gender or race, percent dually eligible, percent of population with specific
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health conditions or other demographic composition measures; and

e Measures associated with the degree to which a market might be more capable or
ready to implement care redesign activities. Examples of market level characteristics that might
be associated with anticipated ease of implementation include the MSA-level EHR meaningful
use levels, managed care penetration, ACO penetration and experience with other bundling
efforts.

It should be noted that, while these measures were not proposed to be part of the selection
strata, we acknowledge that these and other market-level factors may be important to the proper
understanding of the evaluation of the impact of CJR. It is the intention that these and other
measures will be considered in determining which MSAs are appropriate comparison markets for
the evaluation as well as considered for possible subgroup analysis or risk adjustment purposes.
The evaluation will include beneficiary, provider, and market level characteristics in how it
examines the performance of this proposed model.

(4) Sample Size Calculations and the Number of Selected MSAs

Analyses of the necessary sample size to facilitate a robust statistical analysis of CJR's
effects led us to conclude that we needed to include between 50 and 100 MSAs of the 384
MSAs with eligible LEJR episodes to participate in CJR and we proposed to select 75 MSAs.

As previously discussed, the proposed revision of the MSA exclusion rules resulted in 8 of the
previously selected MSAs now being considered excluded, leading to their removal from the
model. The resulting number of selected MSAs, 67, is still within the acceptable range for an
MSA count as determined by our analysis. The number and method of selection of these
original 75 MSAs from the 8 proposed groups is addressed in the following section. In finalizing

this approach, we are undertaking a test in as few markets as possible while still allowing us to
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be confident in our results and to be able to generalize from the model to the larger national
context. We discuss the assumptions and modeling that went into our proposal later in this
section.

In calculating the necessary size of the model, a key consideration was ensuring that the
model would have sufficient power to be able to detect the desired size impact. The larger the
anticipated size of the impact, the fewer MSAs we would have to sample in order to observe it.
However, a model sized to be able to only detect large impacts runs the risk of not being able to
draw conclusions if the size of the change is less than anticipated. The measure of interest used
in estimating sample size requirements for the CJR model was wage-adjusted total episode
spending. To measure wage-adjusted total episode spending, we used the 3 year data pull also
used for the average regional episode spending estimation that covers LEJR episodes with
admission dates from July 1, 2011 through June 30, 2014. For the purposes of the sample size
calculation the impact estimate assumed we wanted to be able to detect a 2 percent reduction in
wage adjusted episode spending after 1 year of experience. This amount was chosen because it
is the anticipated amount of the discount we proposed to apply to target prices in CJR.

The next consideration in calculating the necessary sample size is the degree of certainty
we will need for the statistical tests that will be performed. In selecting the right sample size,
there are two types of errors that need to be considered "false negatives™ and "false positives”. A
false positive occurs if a statistical test concludes that the model was successful when it was, in
fact, not. A false negative occurs if a statistical test fails to find statistically significant evidence
that the model was successful, but it was, in fact, successful. In considering the minimum
sample size needs of a model, a standard guideline in the statistical literature suggests calibrating

statistical tests to generate no more than a 5 percent chance of a false positive and selecting the



CMS-5516-F 91

sample size to ensure no more than a 20 percent chance of a false negative. In contrast, the
proposed sample size for this project was based on a 20 percent chance of a false positive and a
30 percent chance of a false negative after one year of episodes in order to be as conservative as
was practicable. A greater degree of certainty will be available with additional years of data.

A third consideration in the sample size calculation was the appropriate unit of selection
and whether it is necessary to base the calculation on the number of MSAs, the number of
hospitals, or the number of episodes. As discussed later in this section, we are proposing to base
the sample size calculation at the MSA level.

The CJR model is a nested comparative study, which has two key features. First, the unit
of assignment (to treatment and comparison groups) is an identifiable group; such groups are not
formed at random, but rather through some physical, social, geographic, or other connection
among their members. Second, the units of observation are members of those groups. In such
designs, the major analytic problem is that there is an expectation for a positive correlation
(intra-class correlation (ICC)) among observations of members of the same group (MSA). The
ICC reflects an extra component of variance attributable to the group above and beyond the
variance attributable to its members. This extra variation will increase the variance of any
aggregate statistic beyond what would be expected with random assignment of beneficiaries or
hospitals to the treatment group.

In determining the necessary sample size, we need to take into consideration the degrees
of freedom. As part of this process, we examined the number of beneficiaries, the number of
hospitals, and the number of MSAs and the level of correlation in episode payments between
each level. For example, while each beneficiary has their own episode expenditure level, there

are commonalities between those expenditure amounts at the hospital level, based on
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hospital-specific practice and referral patterns. The number of degrees of freedom needed for
any aggregate statistic is related to the number of groups (MSAs or hospitals), not the number of
observations (beneficiary episodes). If we were to base the determination of the size of the
model on beneficiary episodes where correlation exists, we would have an inflated false positive
error rate and would overstate the impact of the model. We empirically examined the level of
correlation between beneficiaries and hospitals and between hospitals and MSAs and determined
that the correlation was high enough to be of concern and necessitate an MSA level unit of
selection.

Using the previous assumptions, a power calculation was run which indicated we would
need between 50 and 150 treatment MSAs to be able to reliably detect a 2 percent reduction in
payments after 1 year. The lower end of this range assumed that our evaluation approach could
substantially reduce variation through regression adjustment and other types of statistical
modeling. We anticipated that we would have adequate statistical power based on prior research
results, but wanted to ensure that we did not have to achieve the "best possible" results from such
modeling in order to draw conclusions. In order to allow for some degree of flexibility we
proposed the selection of 75 MSAs. We narrowed the acceptable range to between 50 and 100
MSAs rather than 50 to 150 MSAs, based on the assumption that we will be able to substantially
improve our estimates through modeling, and then chose a number near the middle of this
reduced range. Due to the revised exclusion rules, we are proceeding with 67 MSAs, which we
believe will provide adequate statistical power.

In assessing to what degree regression adjustment and other statistical adjustments could
reduce the number of MSAs needed to generate statistically reliable results, it should be noted

that calculations are based on the actual Medicare payments associated with episodes. Thus, the
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variation in payments associated with MS-DRG case mix, or other reasons are already captured
in the methodology.
(5) Method of Selecting MSA

As previously discussed, we selected 75 MSAs from our proposed 8 selection groups and
subsequently reduced this number to 67. In performing the initial MSA selection, we examined
and considered a number of possible approaches including equal selection in each of the eight
groups, equal selection in the four payment groups, selection proportionate to the number of
MSAs in each group, and a number of approaches that differentially weighted the payment
categories.

After consideration, we proposed a methodology that proportionally under-weighted
more efficient MSAs and over-weighted more expensive MSAs was the most appropriate
approach to fulfilling the overall priorities of this model to increase efficiencies and savings for
LEJR cases while maintaining or improving the overall quality of care. This approach made
MSA:s in the lowest spending category less likely to be selected for inclusion. We thought this
appropriate because the MSAs in the lowest expenditure areas have the least room for possible
improvement and are already performing relatively efficiently compared to other geographic
areas, which means that experience with the model in these areas may be relatively less valuable
for evaluation purposes. At the same time, we believed it was important to include some MSAs
in this group in order to assess the performance of this model in this type of circumstance. We
also believed it was appropriate for higher payment areas to be disproportionately included
because they are most likely to have significant room for improvement in creating efficiencies.
We expect more variation in practice patterns among the more expensive areas. There are

multiple ways an MSA can be more relatively expensive, including through outlier cases, higher
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readmission rates, greater utilization of physician services, or through PAC referral patterns. A
larger sample of MSAs within the higher payment areas will allow for us to observe the impact
of the CJR model on areas with these various practice patterns in the baseline period.

The method of disproportionate selection between the strata used was to choose
30 percent of the MSAs in the two groups in the bottom quarter percentile of the payment
distribution, 35 percent of the MSAs in the two groups in the second lowest quartile, 40 percent
in the third quartile, and 45 percent in the highest episode payment quartile. This proportion
resulted in the selection of the 75 originally selected MSAs out of the 196 eligible. The number

of MSAs originally chosen as well as the final selection counts within the eight selection groups

is shown in Table 3.

TABLE 3: NUMBER OF MSAS TO BE CHOSEN FROM THE
EIGHT SELECTION GROUPS

Payment | Payment | Payment | Total
Payment | in2nd | in3™ in Eligibl
in lowest | lowest | lowest | highest e
quarter | quarter | quarter | quarter | MSAs
Selection Proportion 30% 35% 40% 45%
Less Than Median Population
(Group #) 1) ) @) (4)
Number Eligible MSAs per Proposed
Rule (80 FR 41198) 33 19 22 24 98
Proportion x Number 9.9 6.65 8.8 10.8
Number initially selected from group 10 7 9 11 37
Number finally selected from group 8 6 8 11 33
More Than Median Population
(Group #) () (6) ) (8)
Number Eligible MSAs per NPRM 16 30 27 25 98
Proportion x Number 4.8 10.5 10.8 11.25
Number initially selected from group 5 11 11 11 38
Number finally selected from group 5 10 9 10 34
Total Eligible MSAs per Proposed
Rule (80 FR 41198) 49 49 49 49 196
Number initially selected 15 18 20 22 75
Number finally selected from group 13 16 17 21 67
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We selected the proposed MSAs for the CIJR model through random selection. In the
proposed method of selection, each MSA was assigned to one of the eight selection groups
previously identified. Based on this sampling methodology, SAS Enterprise Guide 7.1 software
was used to run a computer algorithm designed to randomly select MSAs from each strata. SAS
Enterprise Guide 7.1 and the computer algorithm used to conduct selection represents an industry
standard for generating advanced analytics and provides a rigorous, standardized tool by which
to satisfy the requirements of randomized selection. The key SAS commands employed include
a "PROC SURVEYSELECT" statement coupled with the "METHOD=SRS" option used to
specify simple random sampling as the sample selection method. A random number seed was
generated for each of the eight strata by using eight number seeds corresponding to birthdates
and anniversary dates of parties present in the room. The random seeds for stratum one through
eight were as follows: 907, 414, 525, 621, 1223, 827, 428, 524. Note that no additional
stratification was used in any of the eight groupings so as to produce an equal probability of
selection within each of the eight groups. For more information on this procedure and the
underlying statistical methodology, please reference SAS support documentation at:

http://support.sas.com/documentation/cdl/en/statug/63033/HTML/default/viewer.htm#statug sur

veyselect sect003.htm/ We also considered a potential alternative approach to this random

selection in which we would generate a starting number within SAS and then choose every third
MSA within a group starting at this point until the relevant number of MSAs were chosen. We
opted to not utilize this feature for simplicity's sake and alignment with other randomization
methodologies used for CMS models.

The selection of an MSA means that all hospitals are included whose address associated

with their CCN is physically located anywhere within the counties that make up the MSA. By
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definition, the entire county is included in an MSA and hospitals that are in the relevant counties
will be impacted even if they are not part of the core urban area.

We stated in the proposed rule, should the methodology we propose in this rule change as
a result of comments received during the rulemaking process, it could result in different areas
being selected for the model. In such an event, we would apply the final methodology and
announce the selected MSAs in the final rule. Therefore we sought comment from all interested
parties in every MSA on the randomized selection methodology proposed in this section.

The following is a summary of the comments received and our responses.

Comment: Two commenters raised concerns regarding the number of MSAs selected for
inclusion in the model. One noted that, given the range between 50 and 150 treatment MSAs to
be able to reliably detect a 2 percent reduction in payments, CMS could drop some of the 75
selected MSAs without jeopardizing the ability to produce generalizable results from the CJR
model. Another commenter suggested that the approach to the model should focus on an intense
analysis within fewer markets prior to expansion into a larger representative sample.

Response: As discussed in the proposed rule, a variety of considerations were made in
the determination of what would be an appropriate sample size. The initially proposed 75 MSAs
represented the 25 percentage points of the acceptable range of MSAs to be included as
determined by sample size calculations. We believe that using a number near the bottom of the
range would represent an unnecessary risk to our ability to draw conclusions from the model in a
timely manner. While we would prefer to have 75 MSAs in the model in order to increase the
likelihood of being able to make definitive statements about the impact of the model at an earlier
date, we believe the loss of the 8 MSAs now deemed not eligible for selection constitutes an

acceptable risk.
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With respect to the request to test the model in a limited pool of MSAs prior to testing it
in the full set of selected MSAsS, we believe that the testing of this model broadly is crucial to
achieving the model's desired objectives and does not believe that proceeding in a few test MSASs
prior to testing it in a broader set of MSAs would yield the same degree of information in the
same time period.

Comment: A commenter was concerned that the selection strata used did not use
MSA-level demographic measures in its selection process, including distributions of population
by age, gender, or race; percent of population dually-eligible; percent of population with specific
health conditions or other demographic composition measures. They believed these areas
associated with more at-risk populations should be represented less in the selection. Another
commenter did not question the selection strata but contended that the random selection
happened to choose fewer areas with lower income and minority Medicare beneficiaries than
they thought desirable. They specifically inquired after the lack of inclusion of MSAs in
Alabama and Georgia.

Response: We considered but ultimately decided against including the dimension based
on the demographic characteristics of an MSA incorporated in the selection strata. If we were to
have done so, the purpose would have been to ensure an adequate representation along the range
of these demographic considerations rather than to eliminate them from possible selection.
While these factors are not explicitly part of the selection strata used, the resulting selected
MSAs provide an adequate representation of a variety of circumstances including the
experiences of areas with a higher degree of non-white populations, MSAs with a range in
average income level, and other key characteristics. With regards to the specific concerns

regarding under-representation in the MSAs selected from specific states, we note that Alabama,
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which has relatively high episode costs, had three of its seven eligible MSAs selected while
Georgia, whose MSAs had episode payments that indicated relatively more efficient patterns of
care, had two of its six eligible MSAs selected. As such, we believe that the experiences of these
states and MSAs that are similar in nature to them are adequately represented in the selected
MSA:s.

Comment: A commenter requested clarification regarding how to interpret which MSAs
are included in the model.

Response: We refer readers to Table 4 for a final list of the MSAs that are in the CJR
model.

Final Decision: After consideration of the public comments we received, we are
finalizing the proposal, with modification to include 67 of the originally selected 75 MSAs. We
used updated BPCI participation level information in the application of the MSA exclusion rules
for this final rule, resulting in the exclusion of an additional 8 MSAs that were previously
selected. We note that we are posting the list of the participant hospitals in the selected MSAs

on the CJR website at http://innovation.cms.gov/initiatives/CJR/. This list will be updated

throughout the model, to account for circumstances such as hospital mergers, BPCI termination,
and new hospitals within the selected MSAs.

We set forth this final policy in § 510.100 and § 510.105.
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TABLE 4: MSAS INCLUDED IN THE CJR MODEL

MSA MSA Name

10420 Akron, OH

10740 Albuquerque, NM

11700 Asheville, NC

12020 Athens-Clarke County, GA
12420 Austin-Round Rock, TX
13140 Beaumont-Port Arthur, TX
13900 Bismarck, ND

14500 Boulder, CO

15380 Buffalo-Cheektowaga-Niagara Falls, NY
16020 Cape Girardeau, MO-IL
16180 Carson City, NV

16740 Charlotte-Concord-Gastonia, NC-SC